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final monograph (TFM). Within 60 days 
after this 12-month period ends, 
comments on the new data and 
information may be submitted (see 
§ 330.10(a)(7)(iv)). Under 
§ 330.10(a)(10)(i), the administrative 
record closes at the end of this 60-day 
period.

FDA published an amended TFM on 
OTC topical antimicrobial health-care 
antiseptic drug products for OTC human 
use on June 17, 1994 (59 FR 31402). The 
administrative record for this TFM 
closed on August 17, 1995. Under 
§ 330.10(a)(7)(v), new data and 
information submitted after August 17, 
1995, prior to the establishment of a 
final monograph (FM), are considered a 
petition to amend the monograph and 
are to be considered only after a FM has 
been published unless the agency finds 
that good cause has been shown that 
warrants earlier consideration. Further, 
under § 330.10(a)(10)(ii), the agency 
shall make all decisions and issue all 
orders under § 330.10 in the FM solely 
on the basis of the administrative record 
and shall not consider data or 
information not included as part of the 
administrative record.

FDA has received new data and 
information submitted to the 
antimicrobial rulemaking after the 
administrative record closed on August 
17, 1995. In some cases, interested 
persons submitted a petition to reopen 
the record. In other cases, they 
submitted new data and information to 
the Dockets Management Branch as 
comments on the amended TFM. A 
number of the petitions and comments 
submitted to the amended TFM contain 
new data on proposed nonmonograph 
(Category II and Category III) ingredients 
and on the proposed final formulation 
testing criteria for health-care antiseptic 
drug products.

Because these data are relevant to the 
final classification of these ingredients 
and to the testing criteria to be 
established in the FM, FDA has 
determined that good cause exists to 
consider these new data and 
information in developing the FM for 
these products. By this document, FDA 
announces that it is treating all of these 
submissions, received after the 
administrative record closed, as 
petitions to reopen the administrative 
record, and is granting the petitions by 
allowing the new data and information 
contained therein to be included in the 
administrative record for the rulemaking 
for OTC topical antimicrobial health-
care antiseptic drug products.

In response to the TFM, the agency 
received three citizen petitions 
concerning ingredients that lacked 
marketing history for the requested use 

in the United States to be eligible for the 
OTC drug review (Refs. 1, 2, and 3). The 
agency has developed a process by 
which drugs without any marketing 
experience in the United States could be 
eligible for consideration in the agency’s 
OTC drug review. This process is 
described in 21 CFR 330.14. The 
petitioners were informed to use that 
process (Refs. 4, 5, and 6). Thus, these 
citizen petitions are not included as part 
of the reopening of the administrative 
record.

II. Reopening of the Administrative 
Record

Accordingly, the agency is reopening 
the administrative record for this 
rulemaking to accept data and 
information previously submitted to the 
Dockets Management Branch into the 
administrative record and to provide 
interested persons an opportunity to 
submit comments on these data and 
information prior to the closing of the 
record.

The agency is providing a period of 90 
days for these comments and new data 
and information to be submitted. 
Interested persons have already had an 
opportunity to submit comments, 
objections, or requests for an oral 
hearing on the amended TFM. 
Therefore, any comments at this time 
should only address the data and 
information submitted to the 
administrative record after August 17, 
1995, and should specifically identify 
the data and information on which the 
comments are being provided. In 
addition, only new information related 
to the submissions being included in the 
administrative record at this time 
should be submitted. Any data and 
information previously submitted to this 
rulemaking need not be resubmitted. In 
establishing an FM, the agency will 
consider only comments, data, and 
information submitted prior to the 
closing of the administrative record 
following this current reopening.

III. Request for Comments

Three copies of all written comments 
are to be submitted. Individuals 
submitting written comments or anyone 
submitting electronic comments may 
submit one copy. Comments are to be 
identified with the docket number 
found in brackets in the heading of this 
document and may be accompanied by 
a supporting memorandum or brief. 
Received comments may be seen in the 
Dockets Management Branch between 9 
a.m. and 4 p.m., Monday through 
Friday.

IV. References
The following references have been 

placed on display in the Dockets 
Management Branch (see ADDRESSES) 
under Docket No. 75N–183H and may 
be see by interested persons between 9 
a.m. and 4 p.m., Monday through 
Friday.

1. Comment No. CP1.
2. Comment No. CP8.
3. Comment No. CP13.
4. Comment No. LET23.
5. Comment No. LET24.
6. Comment No. LET33.

Dated: May 19, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03–13317 Filed 5–28–03; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF THE INTERIOR

Bureau of Indian Affairs 

25 CFR Chapter I 

First Meeting of the Negotiated 
Rulemaking Committee Established 
Under the No Child Left Behind Act of 
2001

AGENCY: Bureau of Indian Affairs, 
Interior.
ACTION: Announcement of negotiated 
rulemaking committee meeting. 

SUMMARY: The Secretary of the Interior 
has established a Committee to develop 
recommendations for proposed rules for 
Indian education under six sections of 
The No Child Left Behind Act of 2001. 
As required by the Federal Advisory 
Committee Act, we are announcing the 
date and location of the first meeting of 
the Negotiated Rulemaking Committee.
DATES: The Committee’s first meeting 
will be held from June 9 to 13, 2003, in 
Albuquerque, New Mexico.
ADDRESSES: The meeting will be held at 
the Hyatt Regency Albuquerque, 330 
Tijeras Avenue NW., Albuquerque, New 
Mexico.
FOR FURTHER INFORMATION CONTACT: 
Barbara James or Shawna Smith, No 
Child Left Behind Negotiated 
Rulemaking Project Management Office, 
PO Box 1430, Albuquerque, NM 87103–
1430; telephone (505) 248–7241; fax 
(505) 248–7242; e-mail bjames@bia.edu 
or ssmith@bia.edu. We will post 
additional information as it becomes 
available on the Office of Indian 
Education Programs Web site at http//
www.oiep.bia.edu.

SUPPLEMENTARY INFORMATION: On May 5, 
2003, we published a notice in the 
Federal Register (68 FR 23631) 
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announcing our intent to form a 
negotiated rulemaking committee under 
the No Child Left Behind Act, the 
Negotiated Rulemaking Act of 1996, and 
the Federal Advisory Committee Act. 
The purpose of the Committee is to 
negotiate and reach consensus on 
recommendations for proposed rules for 
Indian education under six sections of 
The No Child Left Behind Act of 2001. 
The May 5 notice discussed the issues 
to be negotiated and the interest group 
representatives proposed as members of 
the committee. 

The first meeting of the Committee 
will be held from June 9 to June 13 in 
Albuquerque, New Mexico. At this 
meeting, the Committee will address 
organizational issues such as 
facilitation, ground rules, schedules, 
subcommittees, and prioritizing issues. 
There is no requirement for advance 
registration for members of the public 
who wish to attend and observe the 
meeting. The need to convene the 
committee as soon as possible in order 
to meet the schedule for publication of 
the proposed rule requires that we 
publish this notice less than 15 days 
before the meeting date. The agenda for 
the meeting is as follows: 

Agenda for No Child Left Behind 
Negotiated Rulemaking Committee 
Meeting 

June 9–13, 2003 

June 9 

Opening—1:30 p.m. 
Welcome and Introductions 
Background information on Committee 

tasks 
Overview of No Child Left Behind Act 

provisions for negotiation 

June 10 

Pre-negotiation workshop—8:30 a.m. 
Negotiation of Committee ground rules 

June 11 

Public comments—8:30 a.m. 

Discussion and decision making relating 
to process 

Identification of work groups 
Work group meetings 

June 12 

Public comments—8:30 a.m. 
Work group meetings 

June 13 

Public comments—8:30 a.m. 
Selection of Co-Chairs 
Work group meetings 
Selection of facilitation team 
Closing—noon

Dated: May 23, 2003. 
Aurene M. Martin, 
Acting Assistant Secretary—Indian Affairs.
[FR Doc. 03–13485 Filed 5–23–03; 4:20 pm] 
BILLING CODE 4310–02–P

DEPARTMENT OF LABOR

Mine Safety and Health Administration 

30 CFR Parts 70, 72, 75, and 90 

RIN 1219–AB14 

Verification of Underground Coal Mine 
Operators’ Dust Control Plans and 
Compliance Sampling for Respirable 
Dust

AGENCY: Mine Safety and Health 
Administration (MSHA), Labor.
ACTION: Extension of comment periods.

SUMMARY: We are extending the period 
for public and post-hearing comment on 
the proposed rule addressing 
Verification of Underground Coal Mine 
Operators’ Dust Control Plans and 
Compliance Sampling for Respirable 
Dust (Plan Verification), published in 
the Federal Register on March 6, 2003 
and on March 17, 2003, respectively.
DATES: We must receive your comments 
by July 3, 2003.
ADDRESSES: You may use mail, facsimile 
(fax), or electronic mail to send us your 
comments. Clearly identify them as 
comments and send them (1) by mail to 
MSHA, Office of Standards, 
Regulations, and Variances, 1100 
Wilson Blvd., Room 2313, Arlington, 
Virginia 22209–3939; (2) by fax to (202) 
693–9441; or (3) by electronic mail to: 
comments@msha.gov.
FOR FURTHER INFORMATION CONTACT: 
Marvin W. Nichols, Jr., Director, Office 
of Standards, Regulations and 
Variances, MSHA; phone: (202) 693–
9440; facsimile: (202) 693–9441; e-mail: 
nichols-marvin@msha.gov.
SUPPLEMENTARY INFORMATION: 

I. Background 

On March 6, 2003, (68 FR 10784), 
MSHA published a proposed rule in the 
Federal Register that would require 
mine operators to verify through 
sampling the effectiveness of the dust 
control parameters for each mechanized 
mining unit (MMU) specified in the 
approved mine ventilation plan. For 
samples to be valid, the operator would 
be required to sample on a production 
shift during which the amount of 
material produced by an MMU is at or 
above the verification production level 
using only the dust control parameters 
listed in the ventilation plan. 

The use of approved powered, air-
purifying respirators (PAPRs) and/or 
verifiable administrative controls would 
be allowed as a supplemental means of 
compliance when MSHA determines 
that all feasible engineering or 
environmental controls are being used. 
The proposed rule would also rescind 
operator compliance sampling in 
underground coal mines. The use of a 
personal, continuous dust monitor 
(PCDM), once developed and approved, 
could be used by an operator in 
conjunction with the dust control 
parameters specified in the mine 
ventilation plan. The proposed rule 
would significantly improve miners’ 
health protection by limiting the 
exposure of individual miners to 
respirable coal mine dust. 

II. Extension of Comment Periods 
The comment periods for the Plan 

Verification rule were scheduled to 
close on June 4, 2003 (68 FR 10784, 68 
FR 12641). However, in response to 
requests from the public for additional 
time to prepare their comments, the 
comment periods have been extended 
30 days until July 3, 2003. All 
comments must be submitted to MSHA 
by this date.

Dated: May 9, 2003. 
Dave D. Lauriski, 
Assistant Secretary of Labor for Mine Safety 
and Health.
[FR Doc. 03–13528 Filed 5–28–03; 8:45 am] 
BILLING CODE 4510–43–P

DEPARTMENT OF LABOR

Mine Safety and Health Administration  

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

30 CFR Part 72

RIN 1219–AB18

Determination of Concentration of 
Respirable Coal Mine Dust

AGENCY: Mine Safety and Health 
Administration (MSHA), Labor.
ACTION: Extension of comment periods.

SUMMARY: We are extending the periods 
for public and post-hearing comment on 
the notices reopening the comment 
period and announcing public hearings 
on the Determination of Concentration 
of Respirable Coal Mine Dust (Single 
Sample), published in the Federal 
Register on March 6, 2003 and on 
March 17, 2003, respectively.

VerDate Jan<31>2003 13:21 May 28, 2003 Jkt 200001 PO 00000 Frm 00015 Fmt 4702 Sfmt 4702 E:\FR\FM\29MYP1.SGM 29MYP1


		Superintendent of Documents
	2024-06-07T05:52:20-0400
	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




