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premarket approval application for the 
ProGEL Surgical Sealant sponsored by 
NeoMend, Inc. The device is indicated 
to reinforce soft tissue where weakness 
exists as an adjunct to the standard 
procedure (sutures/staples) for closing 
intraoperative air leaks. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
the meeting. Background material is 
available at http://www.fda.gov/ohrms/ 
dockets/ac/acmenu.htm, click on the 
year 2008 and scroll down to the 
appropriate advisory committee link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before May 29, 2008. Oral 
presentations from the public will be 
scheduled for approximately 30 minutes 
at the beginning of the committee 
deliberations and for approximately 30 
minutes near the end of committee 
deliberations. Those desiring to make 
formal oral presentations should notify 
the contact person and submit a brief 
statement of the general nature of the 
evidence or arguments they wish to 
present, the names and addresses of 
proposed participants, and an 
indication of the approximate time 
requested to make their presentation on 
or before May 21, 2008. Time allotted 
for each presentation may be limited. If 
the number of registrants requesting to 
speak is greater than can be reasonably 
accommodated during the scheduled 
open public hearing session, FDA may 
conduct a lottery to determine the 
speakers for the scheduled open public 
hearing session. The contact person will 
notify interested persons regarding their 
request to speak by May 22, 2008. 

Persons attending FDA’s advisory 
committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact AnnMarie 
Williams, Conference Management 
Staff, at 240–276–8932, at least 7 days 
in advance of the meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 

meetings. Please visit our Web site at 
http://www.fda.gov/oc/advisory/ 
default.htm for procedures on public 
conduct during advisory committee 
meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: April 22, 2008. 
Randall W. Lutter, 
Deputy Commissioner for Policy. 
[FR Doc. E8–9537 Filed 4–30–08; 8:45 am] 
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This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). The meeting will be open to the 
public. 

Name of Committee: Dermatologic 
and Ophthalmic Drugs Advisory 
Committee. 

General Function of the Committee: 
To provide advice and 
recommendations to the agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on June 17, 2008, from 8 a.m. to 5 
p.m., and June 18, 2008, from 8 a.m. to 
2 p.m. 

Location: Food and Drug 
Administration, Center for Drug 
Evaluation and Research, Advisory 
Committee Conference Room, rm. 1066, 
5630 Fishers Lane, Rockville, MD. 

Contact Persons: Yvette Waples or 
John Lauttman, Center for Drug 
Evaluation and Research (HFD–21), 
Food and Drug Administration, 5600 
Fishers Lane (for express delivery, 5630 
Fishers Lane, rm. 1093), Rockville, MD 
20857, 301–827–7001, FAX: 301–827– 
6776, e-mail: 
yvette.waples@fda.hhs.gov, or FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572 in the 
Washington, DC area), code 
3014512534. Please call the Information 
Line for up-to-date information on this 
meeting. A notice in the Federal 
Register about last minute modifications 
that impact a previously announced 
advisory committee meeting cannot 
always be published quickly enough to 
provide timely notice. Therefore, you 
should always check the agency’s Web 

site and call the appropriate advisory 
committee hotline/phone line to learn 
about possible modifications before 
coming to the meeting. 

Agenda: On June 17, 2008, the 
committee will discuss biologic 
licensing application (BLA) 125261, 
ustekinumab, a human monoclonal 
antibody, Centocor, Inc., proposed for 
the treatment of moderate to severe 
psoriasis. On June 18, 2008, the 
committee will discuss supplemental 
biologic licensing application (sBLA) 
103795/5350, etanercept, a lyophilized 
powder for subcutaneous injection, 
Immunex Corp., proposed for the 
treatment of moderate to severe 
psoriasis in the pediatric population. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
the meeting. Background material is 
available at http://www.fda.gov/ohrms/ 
dockets/ac/acmenu.htm, click on the 
year 2008 and scroll down to the 
appropriate advisory committee link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before June 3, 2008. Oral 
presentations from the public will be 
scheduled between approximately 1 
p.m. and 2 p.m. Those desiring to make 
formal oral presentations should notify 
the contact person and submit a brief 
statement of the general nature of the 
evidence or arguments they wish to 
present, the names and addresses of 
proposed participants, and an 
indication of the approximate time 
requested to make their presentation on 
or before May 27, 2008. Time allotted 
for each presentation may be limited. If 
the number of registrants requesting to 
speak is greater than can be reasonably 
accommodated during the scheduled 
open public hearing session, FDA may 
conduct a lottery to determine the 
speakers for the scheduled open public 
hearing session. The contact person will 
notify interested persons regarding their 
request to speak by May 28, 2008. 

Persons attending FDA’s advisory 
committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
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disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact Yvette 
Waples or John Lauttman at least 7 days 
in advance of the meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our Web site at 
http://www.fda.gov/oc/advisory/ 
default.htm for procedures on public 
conduct during advisory committee 
meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: April 22, 2008. 
Randall W. Lutter, 
Deputy Commissioner for Policy. 
[FR Doc. E8–9549 Filed 4–30–08; 8:45 am] 
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In compliance with the requirement 
for opportunity for public comment on 
proposed data collection projects 
(section 3506(c)(2)(A) of Title 44, United 
States Code, as amended by the 
Paperwork Reduction Act of 1995, Pub. 
L. 104–13), the Health Resources and 
Services Administration (HRSA) 
publishes periodic summaries of 
proposed projects being developed for 
submission to OMB under the 

Paperwork Reduction Act of 1995. To 
request more information on the 
proposed project or to obtain a copy of 
the data collection plans and draft 
instruments, call the HRSA Reports 
Clearance Officer on (301) 443–1129. 

Comments are invited on: (a) Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology. 

Proposed Project: Health Centers 
Patient Survey—Pretest (NEW) 

The Health Center program supports 
Community Health Centers (CHCs), 
Migrant Health Centers (MHCs), Health 
Care for the Homeless (HCH) projects, 
and Public Housing Primary Care 
(PHPC) programs. Health Centers (HCs) 
receive grants from HRSA to provide 
primary and preventive health care 
services to medically underserved 
populations. 

The proposed Patient Survey will 
collect in-depth information about HC 
patients, their health status, the reasons 
they seek care at HCs, their diagnoses, 
the services they utilize at HCs and 
elsewhere, the quality of those services, 
and their satisfaction with the care they 

receive, through personal interviews of 
a stratified random sample of HC 
patients. The survey pre-test, which is 
the subject of this Notice, will serve as 
a pilot test of the survey instrument, 
survey sampling methodologies and 
procedures. This pre-test will also 
include cognitive interviews to ensure 
that the questions are being understood 
as was intended; as a result, it is 
estimated that each pre-test patient 
interview will take 2 hours. 

The Patient Survey being pre-tested 
builds on previous periodic User-Visit 
Surveys which were conducted to learn 
about the process and outcomes of care 
in CHCs and HCH programs. The 
original questionnaires were derived 
from the National Health Interview 
Survey (NHIS) and the National 
Hospital Ambulatory Medical Care 
Survey (NHAMCS) conducted by the 
National Center for Health Statistics 
(NCHS). Conformance with the NHIS 
and NHAMCS allowed comparisons 
between these NCHS surveys and the 
previous CHC and HCH User-Visit 
Surveys. The new Patient Survey was 
developed using a questionnaire 
methodology similar to that used in the 
past, and so will allow some 
longitudinal comparisons for CHCs and 
HCH programs with the previous User- 
Visit survey data, including monitoring 
of process outcomes over time. In 
addition, this survey will include 
interviews of patients drawn from 
migrant populations and from residents 
of public housing, populations not 
included in the previous surveys. 

The estimated response burden for the 
pilot test is as follows: 

PRETEST 

Type of respondent; activity involved Number of 
respondents 

Responses 
per 

respondent 

Total number 
of 

responses 

Burden per 
response 
(hours) 

Total hour 
burden 

Grantee/Site Recuitment .................................................. 2 3 6 3 .75 22 .5 
Patient Recuitment ........................................................... 90 1 90 .167 15 
Patient Survey .................................................................. 70 1 70 2 140 

Total—Pretest ........................................................... 92 ........................ 166 .......................... 177 .5 

Send comments to Susan G. Queen, 
PhD., HRSA Reports Clearance Officer, 
Room 10–33, Parklawn Building, 5600 
Fishers Lane, Rockville, MD 20857. 
Written comments should be received 
within 60 days of this notice. 

Dated: April 24, 2008. 

Alexandra Huttinger, 
Director, Division of Policy Review and 
Coordination. 
[FR Doc. E8–9517 Filed 4–25–08; 8:45 am] 

BILLING CODE 4165–15–P 

DEPARTMENT OF HEALTH AND 
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AGENCY: National Institutes of Health, 
Public Health Service, HHS. 
ACTION: Notice. 

SUMMARY: The inventions listed below 
are owned by an agency of the U.S. 

Government and are available for 
licensing in the U.S. in accordance with 
35 U.S.C. 207 to achieve expeditious 
commercialization of results of 
federally-funded research and 
development. Foreign patent 
applications are filed on selected 
inventions to extend market coverage 
for companies and may also be available 
for licensing. 
ADDRESSES: Licensing information and 
copies of the U.S. patent applications 
listed below may be obtained by writing 

VerDate Aug<31>2005 17:13 Apr 30, 2008 Jkt 214001 PO 00000 Frm 00039 Fmt 4703 Sfmt 4703 E:\FR\FM\01MYN1.SGM 01MYN1pw
al

ke
r 

on
 P

R
O

D
1P

C
71

 w
ith

 N
O

T
IC

E
S


		Superintendent of Documents
	2024-06-05T05:26:06-0400
	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




