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initially sterile topical solutions become
contaminated with bacteria during the
course of treatment.3 If the product were
to become contaminated with bacteria
present on or around the surface of one
eye, and the same bottle of product is
used in both eyes, the patient could
transmit the bacteria from one eye to the
other.

The clinical studies conducted by
ISTA supporting approval of Bromday
and Xibrom specifically excluded
treatment of both eyes and excluded the
concomitant use of other nonsteroidal
anti-inflammatory drugs. There are no
data in the application supporting the
safe use of a single bottle in more than
one eye. ISTA’s supplement 15
contained no information, data, or
analysis relevant to these risks. As with
any NDA, the sponsor bears the burden
of supplying necessary data and
information to demonstrate safety, and
this includes satisfying CDER that a
specific safety concern has been
adequately addressed. Accordingly, the
supplement lacks data, information, or
analysis that would allay CDER’s
concerns about the potential risks
associated with the larger fill size. We
note that although we did not consider
this safety issue at the time of initial
approval of Xibrom and certain other
products for which this issue may be
relevant, as this issue develops, we also
intend to take appropriate steps with
respect to other products that raise the
issue.

IIL. Notice of Opportunity for a Hearing

For the reasons summarized
previously, notice is given to ISTA
Pharmaceuticals, Inc., and to all other
interested persons, that the Center
Director proposes to issue an order
under section 505(d) of the FD&C Act
refusing to approve supplement 15 to
NDA 21-664 on the grounds that ISTA
did not include data, information, or
analysis sufficient to show that
Bromday would be safe for use as
labeled if supplied in the proposed 2.4
mlL fill size. Specifically, the
investigations conducted by ISTA in
support of supplement 15 do not
include adequate tests by all methods
reasonably applicable to show whether
or not Bromday would be safe for use
as labeled if supplied in the proposed
2.4 mL fill size (section 505(d)(1) of the
FD&C Act; §314.125(b)(2) (21 CFR
314.125(b)(2)), and ISTA did not
provide sufficient information about the
proposed 2.4 mL fill size to permit

3Jokl D.H. et al., “Bacterial Contamination of
Ophthalmic Solutions Used in an Extended Care
Facility,” British Journal of Ophthalmology,
91:1308-1310, 2007.

CDER to determine whether Bromday is
safe for use under the conditions
prescribed, recommended, or suggested
by its labeling if supplied in a 2.4 mL
fill size (section 505(d)(4) of the FD&C
Act; § 314.125(b)(4)).

ISTA may request a hearing before the
Commissioner of Food and Drugs (the
Commissioner) on the Center Director’s
proposal to refuse to approve
supplement 15 to NDA 21-664. If ISTA
decides to seek a hearing, it must file:
(1) A written notice of participation and
request for a hearing (see the DATES
section of this document); and (2) the
studies, data, information, and analyses
relied upon to justify a hearing (see the
DATES section of this document), as
specified in § 314.200. As stated in
§314.200(g), a request for a hearing may
not rest upon mere allegations or
denials, but must present specific facts
showing that there is a genuine and
substantial issue of fact that requires a
hearing to resolve. The failure to request
a hearing within the time provided and
in the manner required by § 314.200
constitutes a waiver of the opportunity
to request a hearing. If a hearing request
is not properly submitted, FDA will
issue a notice refusing to approve
supplement 15 to NDA 21-664.

The Commissioner will grant a
hearing if there exists a genuine and
substantial issue of fact or if the
Commissioner concludes that a hearing
would otherwise be in the public
interest (§ 314.200(g)(6)). If a hearing is
granted, it will be conducted according
to the procedures provided in 21 CFR
parts 10 through 16 and 21 CFR
314.201.

Paper submissions under this notice
of opportunity for a hearing must be
filed in four copies. Except for data and
information prohibited from public
disclosure under 21 U.S.C. 331(j) or 18
U.S.C. 1905, submissions may be seen
in the Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday, and on the Internet at
http://www.regulations.gov. This notice
is issued under section 505(c)(1)(B) of
the FD&C Act, §§314.110(b)(3) and
314.200, and under authority delegated
to the Director of CDER.

Dated: July 28, 2011.
David Dorsey,
Acting Deputy Commissioner for Policy,
Planning and Budget.
[FR Doc. 2011-19566 Filed 8-2—11; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of the following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel, Member
Conflict: Physiological Chemistry and
Genomics.

Date: August 15, 2011.

Time: 1 p.m. to 2 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892
(Telephone Conference Call).

Contact Person: Ronald Adkins, PhD,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 2206,
MSC 7890, Bethesda, MD 20892, 301-495—
4511, ronald.adkins@nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: July 28, 2011.

Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2011-19695 Filed 8—2-11; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Eye Institute; Notice of Closed
Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of the following meetings.
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The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Eye Institute
Special Emphasis Panel, NEI Research Grant
Applications II.

Date: August 16, 2011.

Time: 1:30 p.m. to 3 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, NEI,
5635 Fishers Lane, Rockville, MD 20892,
(Telephone Conference Call).

Contact Person: Anne E. Schaffner, PhD,
Chief, Scientific Review Officer, Division of
Extramural Research, National Eye Institute,
National Institutes of Health, 5635 Fishers
Lane, Suite 1300, MSC 9300, 301-451-2020,
aes@nei.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Name of Committee: National Eye Institute
Special Emphasis Panel, NEI Institutional
Training Grant Applications.

Date: August 22, 2011.

Time: 8:30 a.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Fairmont Hotel Washington DC,
2401 M Street, NW., Washington, DC 20037.

Contact Person: Daniel R. Kenshalo, PhD,
Scientific Review Officer, Division of
Extramural Research, National Eye Institute,
National Institutes of Health, 5635 Fishers
Lane, Suite 1300, MSC 9300, 301-451-2020,
kenshalod@nei.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.867, Vision Research,
National Institutes of Health, HHS)

Dated: July 28, 2011.
Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2011-19700 Filed 8-2-11; 8:45 am]|
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Aging; Notice of
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of a meeting of the
National Advisory Council on Aging.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications
and/or contract proposals and the
discussions could disclose confidential
trade secrets or commercial property
such as patentable material, and
personal information concerning
individuals associated with the grant
applications and/or contract proposals,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
Council on Aging.

Date: September 20-21, 2011.

Closed: September 20, 2011, 3 p.m. to
5 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Building 31, 31 Center Drive, C Wing,
Conference Room 10, Bethesda, MD 20892.

Open: September 21, 2011, 8 a.m. to
1:30 p.m.

Agenda: Call to order; Director’s Status
Report; discussion of future meeting dates;
consideration of minutes from last meeting;
reports from the Task Force on Minority
Aging Research, the Working Group on
Program, NIA Funding Policies and Scientific
Review Branch Council; Council speakers;
Program highlights.

Place: National Institutes of Health,
Building 31, 31 Center Drive, C Wing,
Conference Room 10, Bethesda, MD 20892.

Contact Person: Robin Barr, PhD, Director,
National Institute on Aging, Office of
Extramural Activities, Gateway Building,
7201 Wisconsin Avenue, Bethesda, MD
20814, (301) 4969322, barrr@nia.nih.gov.

Any interested person may file written
comments with the committee by forwarding
the statement to the Contact Person listed on
this notice. The statement should include the
name, address, telephone number and when
applicable, the business or professional
affiliation of the interested person.

In the interest of security, NIH has
instituted stringent procedures for entrance
onto the NIH campus. All visitor vehicles,
including taxicabs, hotel, and airport shuttles
will be inspected before being allowed on
campus. Visitors will be asked to show one
form of identification (for example, a
government-issued photo ID, driver’s license,
or passport) and to state the purpose of their
visit.

Information is also available on the
Institute’s/Center’s home page: http://
www.nih.gov/nia/naca/, where an agenda
and any additional information for the
meeting will be posted when available.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.866, Aging Research,
National Institutes of Health, HHS)

Dated: 7/28/2011.
Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2011-19698 Filed 8—2—11; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Environmental
Health Sciences; Notice of Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of a meeting of the
National Advisory Environmental
Health Sciences Council.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications
and/or contract proposals and the
discussions could disclose confidential
trade secrets or commercial property
such as patentable material, and
personal information concerning
individuals associated with the grant
applications and/or contract proposals,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
Environmental Health Sciences Council.

Date: September 1-2, 2011.

Open: September 1, 2011, 8:30 a.m. to
2 p.m.

Agenda: Discussion of program policies
and issues.

Place: Nat. Inst. of Environmental Health
Sciences, Building 101, Rodbell Auditorium,
111 T. W. Alexander Drive, Research
Triangle Park, NC 27709.

Closed: September 1, 2011, 2:15 p.m. to
5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Nat. Inst. of Environmental Health
Sciences, Building 101, Rodbell Auditorium,
111 T. W. Alexander Drive, Research
Triangle Park, NC 27709.

Open: September 2, 2011, 8:30 a.m. to
12:15 p.m.


http://www.nih.gov/nia/naca/
http://www.nih.gov/nia/naca/
mailto:kenshalod@nei.nih.gov
mailto:barrr@nia.nih.gov
mailto:aes@nei.nih.gov

		Superintendent of Documents
	2023-04-30T19:28:51-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




