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• Sustainable Growth Rate. 
• Medicare Prescription Drug 

Improvement and Modernization Act of 
2003. 

• Emergency Medical Treatment and 
Active Labor Act. 

• End Stage Renal Disease Quality 
Initiative. 

• Current Procedural Terminology 
(CPT) Codes and Evaluation & 
Management. 

• Adjusted Wholesale Pricing. 
• Outcome and Assessment 

Information Set and Home Care 
Benefits. 

• Medical Malpractice Premiums. 
• Wheelchair Billing Brochure. 
For additional information and 

clarification on the topics listed, call the 
contact person in the ‘‘For Further 
Information Contact’’ section of this 
notice. 

Individual physicians or medical 
organizations that represent physicians 
wishing to make 5-minute oral 
presentations on agenda issues must 
contact the Executive Director by 12 
noon, Friday, February 13, 2004, to be 
scheduled. Testimony is limited to 
agenda topics. The number of oral 
presentations may be limited by the 
time available. A written copy of the 
presenter’s oral remarks must be 
submitted to Cheryl Slay at 
cslay@cms.hhs.gov no later than 12 
noon, Friday, February 13, 2004, for 
distribution to Council members for 
review before the meeting. Physicians 
and organizations not scheduled to 
speak may also submit written 
comments to the Executive Director and 
Council members. The meeting is open 
to the public, but attendance is limited 
to the space available. Individuals 
requiring sign language interpretation or 
other special accommodation must 
contact Cheryl Slay at 
cslay@cms.hhs.gov or (410) 786–7054 at 
least 10 days before the meeting.

Authority: (Section 1868 of the Social 
Security Act (42 U.S.C. 1395ee) and section 
10(a) of Public Law 92–463 (5 U.S.C. App. 2, 
section 10(a)); 45 C.F.R. Part 11) (Catalog of 
Federal Domestic Assistance Program No. 
93.773, Medicare—Hospital Insurance; and 
Program No. 93.774, Medicare—
Supplementary Medical Insurance Program)

Dated: January 13, 2004. 
Dennis G. Smith, 
Acting Administrator, Centers for Medicare 
& Medicaid Services.
[FR Doc. 04–1150 Filed 1–22–04; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that the proposed collection of 
information listed below has been 
submitted to the Office of Management 
and Budget (OMB) for review and 
clearance under the Paperwork 
Reduction Act of 1995.
DATES: Fax written comments on the 
collection of information by February 
23, 2004.
ADDRESSES: OMB is still experiencing 
significant delays in the regular mail, 
including first class and express mail, 
and messenger deliveries are not being 
accepted. To ensure that comments on 
the information collection are received, 
OMB recommends that written 
comments be faxed to the Office of 
Information and Regulatory Affairs, 
OMB, Attn: Fumie Yokota, Desk Officer 
for FDA, FAX: 202–395–6974.
FOR FURTHER INFORMATION CONTACT: 
Peggy Robbins, Office of Management 
Programs (HFA–250), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–1223.
SUPPLEMENTARY INFORMATION: In 
compliance with 44 U.S.C. 3507, FDA 
has submitted the following proposed 
collection of information to OMB for 
review and clearance.

Threshold of Regulation for Substances 
Used In Food-Contact Articles—(OMB 
Control Number 0910–0298)—Extension

Under section 409(a) of the Federal 
Food, Drug, and Cosmetic Act (the act) 
(21 U.S.C. 348(a)), the use of a food 
additive is deemed unsafe unless one of 
the following is applicable: (1) It 
conforms to an exemption for 
investigational use under section 409(j) 
of the act, (2) it conforms to the terms 
of a regulation prescribing its use, or (3) 
in the case of a food additive which 
meets the definition of a food-contact 

substance in section 409(h)(6) of the act, 
there is either a regulation authorizing 
its use in accordance with section 
409(a)(3)(A) or an effective notification 
in accordance with section 409(a)(3)(B).

The regulations in § 170.39 (21 CFR 
170.39) established a process that 
provides the manufacturer with an 
opportunity to demonstrate that the 
likelihood or extent of migration to food 
of a substance used in a food-contact 
article is so trivial that the use need not 
be the subject of a food additive listing 
regulation or an effective notification. 
The agency has established two 
thresholds for the regulation of 
substances used in food-contact articles. 
The first exempts those substances used 
in food-contact articles where the 
resulting dietary concentration would 
be at or below 0.5 part per billion (ppb). 
The second exempts regulated direct 
food additives for use in food-contact 
articles where the resulting dietary 
exposure is 1 percent or less of the 
acceptable daily intake for these 
substances.

In order to determine whether the 
intended use of a substance in a food-
contact article meets the threshold 
criteria, certain information specified in 
§ 170.39(c) must be submitted to FDA. 
This information includes the following 
components: (1) The chemical 
composition of the substance for which 
the request is made, (2) detailed 
information on the conditions of use of 
the substance, (3) a clear statement of 
the basis for the request for exemption 
from regulation as a food additive, (4) 
data that will enable FDA to estimate 
the daily dietary concentration resulting 
from the proposed use of the substance, 
(5) results of a literature search for 
toxicological data on the substance and 
its impurities, and (6) information on 
the environmental impact that would 
result from the proposed use.

FDA uses this information to 
determine whether the food-contact 
article meets the threshold criteria. 
Respondents to this information 
collection are individual manufacturers 
and suppliers of substances used in 
food-contact articles (i.e., food 
packaging and food processing 
equipment) or of the articles themselves.

In the Federal Register of September 
16, 2003 (68 FR 54232), FDA published 
a 60-day notice requesting public 
comment on the information collection 
provisions. No comments were received.

FDA estimates the burden for this 
collection of information as follows:

VerDate jul<14>2003 16:30 Jan 22, 2004 Jkt 203001 PO 00000 Frm 00069 Fmt 4703 Sfmt 4703 E:\FR\FM\23JAN1.SGM 23JAN1



3373Federal Register / Vol. 69, No. 15 / Friday, January 23, 2004 / Notices 

TABLE 1. —ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section 
No. of

Respondents

Annual
Frequency

per
Response

Total Annual
Responses

Hours per
Response Total Hours 

170.39 6 1 6 48 288

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

Under section 409(a) of the act, the 
use of a food additive is deemed unsafe 
unless one of the following is 
applicable: (1) It conforms to an 
exemption for investigational use under 
section 409(j) of the act, (2) it conforms 
to the terms of a regulation prescribing 
its use, or (3) in the case of a food 
additive which meets the definition of 
a food-contact substance in section 
409(h)(6) of the act, there is either a 
regulation authorizing its use in 
accordance with section 409(a)(3)(A) or 
an effective notification in accordance 
with section 409(a)(3)(B).

The regulations in § 170.39 
established a process that provides the 
manufacturer with an opportunity to 
demonstrate that the likelihood or 
extent of migration to food of a 
substance used in a food-contact article 
is so trivial that the use need not be the 
subject of a food additive listing 
regulation or an effective notification. 
The agency has established two 
thresholds for the regulation of 
substances used in food-contact articles. 
The first exempts those substances used 
in food-contact articles where the 
resulting dietary concentration would 
be at or below 0.5 part per billion (ppb). 
The second exempts regulated direct 
food additives for use in food-contact 
articles where the resulting dietary 
exposure is 1 percent or less of the 
acceptable daily intake for these 
substances.

In order to determine whether the 
intended use of a substance in a food-
contact article meets the threshold 
criteria, certain information specified in 
§ 170.39(c) must be submitted to FDA. 
This information includes the following 
components: (1) The chemical 
composition of the substance for which 
the request is made, (2) detailed 
information on the conditions of use of 
the substance, (3) a clear statement of 
the basis for the request for exemption 
from regulation as a food additive, (4) 
data that will enable FDA to estimate 
the daily dietary concentration resulting 
from the proposed use of the substance, 
(5) results of a literature search for 
toxicological data on the substance and 
its impurities, and (6) information on 
the environmental impact that would 

result from the proposed use. FDA uses 
this information to determine whether 
the food-contact article meets the 
threshold criteria. Respondents to this 
information collection are individual 
manufacturers and suppliers of 
substances used in food-contact articles 
(i.e., food packaging and food 
processing equipment) or of the articles 
themselves.

Dated: January 16, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–1472 Filed 1–22–04; 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). At least one portion of the 
meeting will be closed to the public.

Name of Committee: Radiological 
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 February 3, 2004, from 8:30 a.m. 
to 5 p.m.

Location: Gaithersburg Marriott, 
Salons A, B, C, and D, 9751 
Washingtonian Blvd., Gaithersburg, MD.

Contact Person: Robert J. Doyle, 
Center for Devices and Radiological 
Health (HFZ–470), Food and Drug 
Administration, 9200 Corporate Blvd., 
Rockville, MD 20850, 301–594–1212, or 
FDA Advisory Committee Information 
Line, 1–800–741–8138 (301–443–0572 
in the Washington, DC area), code 
3014512526. 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 
computer aided detection device that 
identifies nodules in CT (computerized 
tomography) images of the lung. 
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 February 2, 2004.

Procedure: On February 3, 2004, from 
9 a.m. to 5 p.m., the meeting is open to 
the public. 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 January 27, 2004. On 
February 3, 2004, oral presentations 
from the public will be scheduled 
between approximately 9:20 a.m. and 
9:50 a.m., and for an additional 30 
minutes near the end of the committee 
deliberations. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person before January 27, 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.

Closed Committee Deliberations: On 
February 3, 2004, from 8:30 a.m. to 9 
a.m., the meeting will be closed to 
permit discussion and review of trade 
secret and/or confidential commercial 
information (5 U.S.C. 552b(c)(4)).

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 
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