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IV. Electronic Access 

Persons with access to the Internet 
may obtain this draft guidance at either 
http://www.fda.gov/FoodGuidances or 
http://www.regulations.gov. Use the 
FDA Web site listed in the previous 
sentence to find the most current 
version of the guidance. 

Dated: August 7, 2013. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2013–19532 Filed 8–12–13; 8:45 am] 
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HHS. 
ACTION: Notice. 

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: Pediatric 
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 September 19, 2013, from 10 
a.m. to 5:30 p.m. and September 20, 
2013, from 8 a.m. to 1 p.m. 

Location: Doubletree Hilton Hotel, 
8727 Colesville Rd., Silver Spring, MD 
20910, 301–589–5200 or visit the hotel’s 
Web site at http:// 
doubletree3.hilton.com/en/hotels/ 
maryland/doubletree-by-hilton-hotel- 
washington-dc-silver-spring-DCASSDT/ 
index.html. 

Contact Person: Walter Ellenberg, 
Office of the Commissioner, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 32, rm. 5154, 
Silver Spring, MD 20993, 301–796– 
0885, email 
walter.ellenberg@fda.hhs.gov or FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572 in the 
Washington, DC area). 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 at http:// 

www.fda.gov/AdvisoryCommittees/ 
default.htm and scroll down to the 
appropriate advisory committee meeting 
link, or call the advisory committee 
information line to learn about possible 
modifications before coming to the 
meeting. 

Agenda: On September 19, 2013, and 
September 20, 2013, the Pediatric 
Advisory Committee (PAC) will meet to 
discuss pediatric-focused safety 
reviews, as mandated by the Best 
Pharmaceuticals for Children Act (Pub. 
L. 107–109) and the for Pediatric 
Research Equity Act (Pub. L. 108–155). 

On September 19, 2013, the PAC will 
meet to discuss Cervarix (human 
papillomavirus Bivalent (Types 16 and 
18) vaccine); Gammagard Liquid 
(Immune Globulin Infusion (human)); 
Hemacord (hematopoietic progenitor 
cells, cord blood); Copegus and Pegasys 
(rivabirin and peginterferon alfa-2a); 
Chantix (varenicline tartrate); Isentress 
(raltegravir potassium); Intuniv 
(guanfacine), Topamax (topiramate); 
Faslodex (fulvestrant); Ixempra Kit 
(ixabepilone); and Plavix (clopidogrel 
bisulfate). An update on the drug 
program for KidNet will be provided. 
On September 20, 2013, the PAC will 
meet to discuss the Berlin Heart EXCOR 
Pediatric Ventricular Assist Device; 
Melody Transcatheter Pulmonary Heart 
Valve (TPV); and Elana Surgical Kit 
(HUD). On September 20, 2013, the 
committee will also receive and discuss 
a report on the September 9 and 10, 
2013, meeting of the Pediatric Ethics 
Subcommittee of the PAC concerning 
their discussion of the ethical issues 
involved in the development of 
pediatric medical countermeasures. 

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/ 
AdvisoryCommittees/Calendar/ 
default.htm. Scroll down to the 
appropriate advisory committee meeting 
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 August 30, 2013. 
Oral presentations from the public will 
be scheduled on September 19, 2013, 
between approximately 11:30 a.m. and 
12 noon, and on September 20, 2013, 

between 10:30 a.m. and 11 a.m. Those 
individuals interested in making 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 August 22, 2013. 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 August 26, 2013. 

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 Walter 
Ellenberg at 301–796–0885, email 
walter.ellenberg@fda.hhs.gov, 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/ 
AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
ucm111462.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: August 6, 2013. 
Jill Hartzler Warner, 
Acting Associate Commissioner for Special 
Medical Programs. 
[FR Doc. 2013–19522 Filed 8–12–13; 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: Circulatory 
System Devices Panel of the Medical 
Devices 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 September 11 and 12, 2013, 
from 8 a.m. to 6 p.m. 

Location: Hilton Washington DC 
North/Gaithersburg, Montgomery Room, 
620 Perry Pkwy., Gaithersburg, MD 
20877. The hotel telephone number is 
301–977–8900. 

Contact Person: Jamie Waterhouse, 
Center for Devices and Radiological 
Health, Food and Drug Administration, 
10903 New Hampshire Ave., Silver 
Spring, MD 20993, 301–796–3063, 
Jamie.Waterhouse@fda.hhs.gov, or FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572 in the 
Washington, DC area). 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 at http:// 
www.fda.gov/AdvisoryCommittees/ 
default.htm and scroll down to the 
appropriate advisory committee meeting 
link, or call the advisory committee 
information line to learn about possible 
modifications before coming to the 
meeting. 

Agenda: On September 11, 2013, 
during session I, the committee will 
discuss and make recommendations 
regarding the proposed classification of 
external cardiac compressor (ECC) 
devices, one of the remaining 
preamendments class III devices 
regulated under the section 510(k) of the 
Federal Food, Drug, and Cosmetic Act 
(the FD&C Act) (21 U.S.C. 360(k)) 
(510(k)) pathway. ECCs, also known as 
chest compressors, assist in the act of 
cardiopulmonary resuscitation (CPR). 
The devices in this classification are 
divided into two types: (1) Devices that 
provide automatic chest compressions 
at a fixed compression rate and depth 
(automated ECCs), which are placed 
directly on the patient’s chest and are 
powered manually, pneumatically, or 
electrically and (2) devices that aid the 
emergency medical professional in 
delivering manual compressions at a 
compression depth and rate that are 
consistent with current guidelines (CPR 
Aids). These devices are placed beneath 

the hands of the emergency medical 
professional or in the vicinity of the 
cardiac arrest victim and provide audio 
and/or visual feedback to assist 
emergency personnel in following the 
recommended steps for CPR and 
maintaining the recommended rate and 
depth of compressions for the duration 
of CPR. 

On January 8, 2013 (78 FR 1162), FDA 
issued a proposed order which, if made 
final, would make the class III ECC 
devices class II subject to special 
controls and, except as noted below, 
premarket notification (510(k)). The CPR 
aid device is proposed to be exempt 
from section 510(k) of the FD&C Act if 
it is a prescription use device that 
provides feedback to the rescuer 
consistent with the current American 
Heart Association guidelines for CPR 
and in compliance with the special 
controls, subject to the limitations of 
exemptions in 21 CFR 870.9. The 
regulatory history of ECC devices has 
been discussed as part of the proposed 
rule (77 FR 36951, June 20, 2012). 

The discussion at the panel meeting 
will involve making recommendations 
regarding regulatory classification to 
either reconfirm to class III (subject to 
premarket approval application (PMA)) 
or reclassify to class I or class II. The 
committee will further be asked to 
comment on whether general and/or 
special controls are adequate to assure 
the safety and effectiveness of the 
device and whether, if reclassified to 
class II, these devices should be exempt 
from premarket notification 
requirements. 

On September 11, 2013, during 
session II, the committee will discuss 
and make recommendations regarding 
classification of external pacemaker 
pulse generators (EPPGs), one of the 
remaining preamendments class III 
devices regulated under the 510(k) 
pathway. An EPPG is a device that has 
a power supply and electronic circuits 
that produce a periodic electrical pulse 
to stimulate the heart. This device, 
which is used outside the body, is used 
as a temporary substitute for the heart’s 
intrinsic pacing system until a 
permanent pacemaker can be implanted, 
or to control irregular heartbeats in 
patients following cardiac surgery or a 
myocardial infarction. The device may 
have adjustments for impulse strength, 
duration, R-wave sensitivity, and other 
pacing variables. 

On October 17, 2011 (76 FR 64224), 
FDA issued a proposed rule which, if 
made final, would make the class III 
external pacemaker pulse generator 
devices class II subject to premarket 
notification (510(k)) and special 
controls. The regulatory history of 

external pacemaker pulse generator 
devices has been discussed as part of 
the proposed rule (77 FR 36951). 

The discussion at the panel meeting 
will involve making recommendations 
regarding regulatory classification to 
either reconfirm to class III (subject to 
PMA) or reclassify to class II and 
comment on whether special controls 
are adequate to assure the safety and 
effectiveness of this device. 

Also during session II, FDA will be 
seeking feedback from the committee 
regarding classification of triple 
chamber pacing system analyzers 
(PSAs) with external pacing capability, 
a postamendments device classified 
through the premarket approval process 
as class III. A triple chamber PSA is 
intended to be used during the implant 
procedure of pacemakers and 
defibrillators, including biventricular 
devices, to evaluate the placement and 
integrity of pacing leads for 
determination of appropriate pacing 
parameters for the implanted device. 
The device provides pacing and sensing 
in up to three chambers during the 
implant procedure. The discussion at 
the panel meeting will involve making 
recommendations regarding regulatory 
classification to either reconfirm to class 
III (subject to PMA) or reclassify to class 
II and comment on whether special 
controls are adequate to assure the 
safety and effectiveness of this device. 

On September 12, 2013, the 
committee will discuss and make 
recommendations regarding the 
proposed classification of membrane 
lung for long-term pulmonary support 
systems, one of the remaining 
preamendments class III devices 
regulated under the 510(k) pathway. A 
membrane lung for long-term 
pulmonary support refers to the 
oxygenator component of an 
extracorporeal circuit used during long- 
term procedures, commonly referred to 
as an ECMO. An ECMO procedure 
provides assisted extracorporeal 
circulation and physiologic gas 
exchange of a patient’s blood when an 
acute (reversible) condition prevents the 
patient’s own body from providing the 
physiologic gas exchange needed to 
sustain life. The circuit is comprised of 
multiple device types, including, but 
not limited to, an oxygenator, blood 
pump, cannulae, heat exchanger, tubing, 
filters, monitors/detectors, and other 
accessories; the circuit components and 
configuration (e.g., arteriovenous, veno- 
venous) may differ based on the needs 
of the individual patient or the 
condition being treated. ECMO is 
intended for patients with acute 
reversible respiratory or cardiac failure, 
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unresponsive to optimal ventilation 
and/or pharmacologic management. 

On January 8, 2013 (78 FR 1158), FDA 
issued a proposed order which, if made 
final, would make the class III ECMO 
devices class II subject to premarket 
notification (510(k)) and special 
controls. The regulatory history of 
ECMO devices has been discussed as 
part of the proposed rule (78 FR 1158). 

The discussion at the panel meeting 
will involve making recommendations 
regarding regulatory classification to 
either reconfirm to class III (subject to 
PMA) or reclassify to class II and 
comment on whether special controls 
are adequate to assure the safety and 
effectiveness of this device. 

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/ 
AdvisoryCommittees/Calendar/ 
default.htm. Scroll down to the 
appropriate advisory committee meeting 
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 August 28, 2013. On 
September 11, 2013, oral presentations 
from the public will be scheduled 
between approximately 9:30 a.m. and 10 
a.m. for session I and between 2 p.m. 
and 2:30 p.m. for session II. On 
September 12, 2013, oral presentations 
from the public will be scheduled 
between approximately 1 p.m. and 2 
p.m. Those individuals interested in 
making 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 August 20, 2013. 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 August 22, 2013. 

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 
Annmarie.Williams@fda.hhs.gov or 
301–796–5966, 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/ 
AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
ucm111462.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: August 7, 2013. 
Jill Hartzler Warner, 
Acting Associate Commissioner for Special 
Medical Programs. 
[FR Doc. 2013–19521 Filed 8–12–13; 8:45 am] 
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ACTION: Notice. 

SUMMARY: In compliance with Section 
3507(a)(1)(D) of the Paperwork 
Reduction Act of 1995, the Health 
Resources and Services Administration 
(HRSA) has submitted an Information 
Collection Request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval. Comments 
submitted during the first public review 
of this ICR will be provided to OMB. 
OMB will accept further comments from 
the public during the review and 
approval period. 
DATES: Comments on this ICR should be 
received within 30 days of this notice. 
ADDRESSES: Submit your comments, 
including the Information Collection 
Request Title, to the desk officer for 

HRSA, either by email to 
OIRA_submission@omb.eop.gov or by 
fax to 202–395–5806. 
FOR FURTHER INFORMATION CONTACT: To 
request a copy of the clearance requests 
submitted to OMB for review, email the 
HRSA Information Collection Clearance 
Officer at paperwork@hrsa.gov or call 
(301) 443–1984. 
SUPPLEMENTARY INFORMATION: 
Information Collection Request Title: 
Black Lung Clinics Program 
Performance Measures OMB No. 0915– 
0292—Extension. 

Abstract: The Health Resources and 
Services Administration, Office of Rural 
Health Policy (HRSA/ORHP) conducts 
an annual data collection of user 
information for the Black Lung Clinic 
Program, which has been ongoing with 
OMB approval since 2004. The purpose 
of the Black Lung Clinic Program is to 
improve the health status of coal 
workers by providing services to 
minimize the effects of respiratory and 
pulmonary impairments of coal miners, 
including treatment required in the 
management of problems associated 
with black lung disease which improves 
the miners’ quality of life and reduces 
economic costs associated with 
morbidity and mortality arising from 
pulmonary diseases. Collecting this data 
will provide HRSA information on how 
well each grantee is meeting the needs 
of active and retired miners in their 
communities. 

Need and Proposed Use of the 
Information: Data from the annual 
report will provide quantitative 
information about the clinics, 
specifically: (a) The characteristics of 
the patients they serve (gender, age, 
disability level, occupation type); (b) the 
characteristics of services provided 
(medical encounters, non-medical 
encounters, benefits counseling, or 
outreach); and (c) the number of 
patients served. This assessment will 
enable HRSA to provide data required 
by Congress under the Government 
Performance and Results Act of 1993. It 
will also ensure that funds are 
effectively used to provide services that 
meet the target population needs. 
HRSA/ORHP’s intent in using the 
current measures until the next 
competitive grant cycle (July 2014) is to 
allow grantees to make adjustments to 
their data collection/data reporting 
systems, as well as revise the general 
program requirements to more closely 
align with the statute. 

Summary of Prior Comments and 
Agency Response 

A 60-day Federal Register Notice was 
published in the Federal Register on 
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