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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 3, 2004, 8:30 a.m. to 4:30 
p.m.

Location: Holiday Inn, Walker/
Whetstone Rooms, Two Montgomery 
Village Ave., Gaithersburg, MD.

Contact: Joyce M. Whang, Center for 
Devices and Radiological Health (HFZ–
470), Food and Drug Administration, 
9200 Corporate Blvd., Rockville, MD 
20850, 301–594–1180, or FDA Advisory 
Committee Information Line, 1–800–
741–8138 (301–443–0572 in the 
Washington, DC area), code 
3014512524. Please call the Information 
Line for up-to-date information on this 
meeting.

Agenda: The committee will discuss, 
make recommendations, and vote on a 
premarket approval application for a 
system that ablates uterine fibroids 
using focused ultrasound under the 
guidance of magnetic resonance. 
Background information, including the 
agenda and questions for the committee, 
will be available to the public 1 
business day before the meeting on the 
Internet at http://www.fda.gov/cdrh/
panelmtg.html. Material will be posted 
on June 2, 2004.

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 by May 26, 2004. Oral 
presentations from the public will be 
scheduled between approximately 8:45 
a.m. and 9:15 a.m. and between 
approximately 3 p.m. and 3:30 p.m. on 
June 3, 2004. Time allotted for each 
presentation may be limited. Those 
desiring to make formal presentations 
should notify the contact person before 
May 26, 2004, 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.

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 301–594–1283, ext. 113, at least 
7 days in advance of the meeting.

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

Dated: May 3, 2004.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 04–10591 Filed 5–10–04; 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: Neurological 
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 June 15, 2004, from 8 a.m. to 6 
p.m.

Location: Holiday Inn, Walker/
Whetstone Rooms, Two Montgomery 
Village Ave., Gaithersburg, MD.

Contact Person: Janet L. Scudiero, 
Center for Devices and Radiological 
Health (HFZ–410), Food and Drug 
Administration, 9200 Corporate Blvd., 
Rockville, MD 20850, 301–594–1184, or 
FDA Advisory Committee Information 
Line, 1–800–741–8138 (301–443–0572 
in the Washington, DC area), code 
3014512513. Please call the Information 
Line for up-to-date information on this 
meeting.

Agenda: The committee will discuss, 
make recommendations, and vote on 
premarket approval application 
supplement for a vagus nerve 
stimulation therapy system. The system 
is indicated for the adjunctive long-term 
treatment of chronic or recurrent 
depression for patients who are 
experiencing a major depressive episode 
that has not had an adequate response 
to two or more antidepressant 
treatments. Background information for 
the topic, including the agenda and 
questions for the committee, will be 
available to the public 1 business day 
before the meeting on the Internet at 

http://www.fda.gov/cdrh/
panelmtg.html. The material will be 
posted on June 14, 2004.

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 by June 1, 2004. Oral 
presentations from the public will be 
scheduled for approximately 90 minutes 
at the beginning of committee 
deliberations and for approximately 30 
minutes near the end of committee 
deliberations. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person before June 1, 2004, 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.

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 Shirley 
Meeks, Conference Management Staff, at 
301–594–1283, ext. 105, at least 7 days 
in advance of the meeting.

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

Dated: May 3, 2004.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 04–10595 Filed 5–10–04; 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: Pulmonary-
Allergy Drugs Advisory Committee.
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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 10, 2004, from 8 a.m. to 
5:30 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 Person: Shalini Jain, 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, or e-mail: 
jains@cder.fda.gov, or FDA Advisory 
Committee Information Line, 1–800–
741–8138 (301–443–0572 in the 
Washington, DC area), code 
3014512545. Please call the Information 
Line for up-to-date information on this 
meeting.

Agenda: The committee will discuss 
the possible removal of the essential use 
designation of albuterol under 21 CFR 
2.125.

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 by May 24, 2004. Oral 
presentations from the public will be 
scheduled between approximately 11 
a.m. and 1 p.m. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person before May 24, 2004, 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.

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 Kimberly 
Littleton Topper at least 7 days in 
advance of the meeting.

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

Dated: May 3, 2004.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 04–10590 Filed 5–10–04; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of the guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Immunomagnetic 
Circulating Cancer Cell Selection and 
Enumeration System.’’ This guidance 
document describes a means by which 
the immunomagnetic circulating cancer 
cell selection and enumeration system 
may comply with the requirement of 
special controls for class II devices. 
Elsewhere in this issue of the Federal 
Register, FDA is publishing a final rule 
to classify the immunomagnetic 
circulating cancer cell selection and 
enumeration system into class II (special 
controls). This guidance document is 
immediately in effect as the special 
control for the immunomagnetic 
circulating cancer cell selection and 
enumeration system but it remains 
subject to comment in accordance with 
the agency’s good guidance practices 
(GGPs).

DATES: Submit written or electronic 
comments on this guidance at any time.
ADDRESSES: Submit written requests for 
single copies on a 3.5″ diskette of the 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Immunomagnetic Circulating Cancer 
Cell Selection and Enumeration 
System’’ to the Division of Small 
Manufacturers, International, and 
Consumer Assistance (HFZ–220), Center 
for Devices and Radiological Health, 
Food and Drug Administration, 1350 
Piccard Dr., Rockville, MD 20850. Send 
two self-addressed adhesive labels to 
assist that office in processing your 
request, or fax your request to 301–443–
8818. See the SUPPLEMENTARY 

INFORMATION section for information on 
electronic access to the guidance.

Submit written comments concerning 
this guidance to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http://
www.fda.gov/dockets/ecomments. 
Identify comments with the docket 
number found in brackets in the 
heading of this document.
FOR FURTHER INFORMATION CONTACT: 
Nina Chace, Center for Devices and 
Radiological Health (HFZ–440), Food 
and Drug Administration, 2098 Gaither 
Rd., Rockville, MD 20850, 301–594–
1293, ext. 138.
SUPPLEMENTARY INFORMATION:

I. Background

Elsewhere in this issue of the Federal 
Register, FDA is publishing a final rule 
classifying the immunomagnetic 
circulating cancer cell selection and 
enumeration system into class II (special 
controls) under section 513(f)(2) of the 
Federal Food, Drug, and Cosmetic Act 
(the act) (21 U.S.C. 360c(f)(2)). This 
guidance document will serve as the 
special control for the device. Section 
513(f)(2) of the act provides that any 
person who submits a premarket 
notification under section 510(k) of the 
act (21 U.S.C. 360(k)) for a device that 
has not previously been classified may, 
within 30 days after receiving an order 
classifying the device in class III under 
section 513(f)(1) of the act, request FDA 
to classify the device under the criteria 
set forth in section 513(a)(1) of the act. 
FDA shall, within 60 days of receiving 
such a request, classify the device by 
written order. This classification shall 
be the initial classification of the device. 
Within 30 days after the issuance of an 
order classifying the device, FDA must 
publish a notice in the Federal Register 
announcing such classification. Because 
of the timeframes established by section 
513(f)(2) of the act, FDA has 
determined, under § 10.115(g)(2) (21 
CFR 10.115(g)(2)), that it is not feasible 
to allow for public participation before 
issuing this guidance. Therefore, FDA is 
issuing this guidance document as a 
level 1 guidance document that is 
immediately in effect. FDA will 
consider any comments that are 
received in response to this notice to 
determine whether to amend the 
guidance document.

II. Significance of Guidance

This guidance is being issued 
consistent with FDA’s GGPs (§ 10.115). 
The guidance represents the agency’s 
current thinking on the 
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