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maintaining healthy homes. Strategic 
partners will include national advocacy 
organizations, public health agencies 
and organizations, local housing 
agencies, and other disciplines. Letters 
of support from these collaborating 
agencies and organizations must include 
detailed information on the level of 
commitment and support they will 
provide to the project in terms of 
personnel and other resources. 

3. Personnel and Technical Expertise 
(20 points) 

The extent to which the applicant 
describes the qualifications of the staff 
and subcontractors to successfully 
accomplish the project goals, objectives 
and activities, including development 
and implementation of the National 
Healthy Homes Training Center and 
Network, development of the 
curriculum and course-related 
materials, conducting one pilot training 
program, and the evaluation plan. 

4. Objectives and Activities (20 points) 
The extent to which the proposed 

objectives and their activities are clearly 
stated, realistic, time-phased, and 
related to the goals of the project. 

5. Timeline (10 points) 
The extent to which the applicant 

presents a concise and realistic timeline 
for the entire project period to 
accomplish the goals, objectives and 
activities to develop, implement, and 
operate the National Healthy Homes 
Training Center and Network. 

6. Evaluation Plan (10 points) 
The extent to which the applicant 

presents a quality evaluation plan for 
the various initiatives of the project. 

7. Budget (Not scored) 
The extent to which the applicant 

provides justification for budget 
expenditures as well as their 
appropriateness to activities proposed 
in the project. The applicant should 
include costs for one person to travel to 
Atlanta, GA (three-overnight stays) to 
attend the 6th National Environmental 
Health Conference, December 3–5, 2003. 

I. Other Requirements 

Technical Reporting Requirements 
Provide CDC with original plus two 

copies of— 
1. Interim progress report, no less 

than 90 days before the end of the 
budget period. The progress report will 
serve as your non-competing 
continuation application, and must 
contain the following elements:

a. Current Budget Period Activities 
Objectives. 

b. Current Budget Period Financial 
Progress. 

c. New Budget Period Program 
Proposed Activity Objectives. 

d. Detailed Line-Item Budget and 
Justification. 

e. Additional Requested Information. 
2. Financial status report, no more 

than 90 days after the end of the budget 
period. 

3. Final financial and performance 
reports, no more than 90 days after the 
end of the project period. 

Send all reports to the Grants 
Management Specialist identified in the 
‘‘Where to Obtain Additional 
Information’’ section of this 
announcement. 

Additional Requirements 

The following additional 
requirements are applicable to this 
program:
AR–10 Smoke-Free Workplace 

Requirements 
AR–11 Healthy People 2010 
AR–12 Lobbying Restrictions 
AR–14 Accounting System 

Requirements 
AR–15 Proof of Non-Profit Status

Executive Order 12372 does not apply 
to this program. 

For a complete description of each 
additional requirement, see Addendum 
I of the program announcement as 
posted on the CDC web site. 

J. Where To Obtain Additional 
Information 

This and other CDC announcements, 
the necessary applications, and 
associated forms can be found on the 
CDC web site, Internet address: http://
www.cdc.gov. 

Click on ‘‘Funding’’ then ‘‘Grants and 
Cooperative Agreements’’. 

For general questions about this 
announcement, contact: Technical 
Information Management, CDC 
Procurement and Grants Office, 2920 
Brandywine Road, Atlanta, GA 30341–
4146, Telephone: 770–488–2700. 

For business management and budget 
assistance, contact: Ms. Mildred Garner, 
Grants Management Office, Centers for 
Disease Control and Prevention, 2920 
Brandywine Road, Atlanta, GA 30341–
4146. Telephone: (770) 488–2745. E-
mail address: Mgarner@cdc.gov. 

For program technical assistance, 
contact: Mr. Jerry Hershovitz, Associate 
Director for Program Management, 
Division of Emergency and 
Environmental Health Services, Centers 
for Disease Control and Prevention, 
4770 Buford Highway, Mailstop F30, 
Atlanta, GA 30341–3724, (770) 488–
4542, E-mail address: jmh@cdc.gov.

Dated: June 3, 2003. 
Sandra R. Manning, 
Director, Procurement and Grants Office, 
Centers for Disease Control and Prevention.
[FR Doc. 03–14667 Filed 6–10–03; 8:45 am] 
BILLING CODE 4163–18–P

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 00N–0053]

Agency Information Collection 
Activities; Submission for OMB 
Review; Comment Request; Interstate 
Shellfish Dealers Certificate

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

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: Submit written comments on the 
collection of information by July 11, 
2003.

ADDRESSES: The Office of Management 
and Budget (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 Yakota, Desk Officer 
for FDA, FAX: 202–395–6974.
FOR FURTHER INFORMATION CONTACT: 
Peggy Robbins, Office of Information 
Resources Management (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.

Interstate Shellfish Dealers Certificate 
(OMB Control Number 0910–0021)—
Extension

Under 42 U.S.C. 243, FDA is required 
to cooperate with, and aid, State and 
local authorities in the enforcement of 
their health regulations and is 
authorized to assist States in the 
prevention and suppression of 
communicable diseases. Under this 
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authority, FDA participates with State 
regulatory agencies, some foreign 
nations, and the molluscan shellfish 
industry in the National Shellfish 
Sanitation Program (NSSP).

The NSSP is a voluntary, cooperative 
program to promote the safety of 
molluscan shellfish by providing for the 
classification and patrol of shellfish 
growing waters and for the inspection 
and certification of shellfish processors. 
Each participating State and foreign 
nation monitors its molluscan shellfish 
processors and issues certificates for 
those that meet the State or foreign 

shellfish control authority’s criteria. 
Each participating State and nation 
provides a certificate of its certified 
shellfish processors to FDA on Form 
FDA 3038 entitled ‘‘Interstate Shellfish 
Dealer’s Certificate.’’ FDA uses this 
information to publish the ‘‘Interstate 
Certified Shellfish Shippers List,’’ a 
monthly comprehensive listing of all 
molluscan shellfish processors certified 
under the cooperative program. If FDA 
did not collect the information 
necessary to compile this list, 
participating States would not be able to 
identify and keep out shellfish 

processed by uncertified processors in 
other States and foreign nations. 
Consequently, the NSSP would not be 
able to control the distribution of 
uncertified, and possibly unsafe, 
shellfish in interstate commerce, and its 
effectiveness would be nullified.

In the Federal Register of March 6, 
2003 (68 FR 10730), FDA published a 
60-day notice requesting public 
comment on the information collection 
provisions. No comments were received.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

FDA Form No. No. of Respondents Annual Frequency 
per Response 

Total Annual 
Responses 

Hours per 
Response Total Hours 

FDA 3038 34 62 2,108 .10 211

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

This estimate is based on the numbers 
of certificates received in the past 3 
years.

Dated: June 3, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03–14622 Filed 6–10–03; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a collection of information entitled 
‘‘Veterinary Adverse Drug Reaction, 
Lack of Effectiveness, Product Defect 
Report’’ has been approved by the Office 
of Management and Budget (OMB) 
under the Paperwork Reduction Act of 
1995.
FOR FURTHER INFORMATION CONTACT: 
Denver Presley, Office of Information 
Resources Management (HFA–250), 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857, 
301–827–1472.
SUPPLEMENTARY INFORMATION: In the 
Federal Register of March 7, 2003 (68 
FR 11117), the agency announced that 

the proposed information collection had 
been submitted to OMB for review and 
clearance under 44 U.S.C. 3507. An 
agency may not conduct or sponsor, and 
a person is not required to respond to, 
a collection of information unless it 
displays a currently valid OMB control 
number. OMB has now approved the 
information collection and has assigned 
OMB control number 0910–0012. The 
approval expires on May 31, 2004.

Dated: June 4, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03–14623 Filed 6–10–03; 8:45 am]
BILLING CODE 4160–01–S
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SUMMARY: The Food and Drug 
Administration (FDA) has determined 
that Alphagan 0.2% (brimonidine 
tartrate ophthalmic solution) was not 
withdrawn from sale for reasons of 
safety or effectiveness. This 
determination will allow FDA to 
approve abbreviated new drug 
applications (ANDAs) for brimonidine 
tartrate ophthalmic solution 0.2%.

FOR FURTHER INFORMATION CONTACT: 
Aileen H. Ciampa, Center for Drug 
Evaluation and Research (HFD–7), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301–594–
2041.
SUPPLEMENTARY INFORMATION: In 1984, 
Congress enacted the Drug Price 
Competition and Patent Term 
Restoration Act of 1984 (Public Law 98–
417) (the 1984 amendments), which 
authorized the approval of duplicate 
versions of drug products approved 
under an ANDA procedure. ANDA 
sponsors must, with certain exceptions, 
show that the drug for which they are 
seeking approval contains the same 
active ingredient in the same strength 
and dosage form as the ‘‘listed drug,’’ 
which is a version of the drug that was 
previously approved under a new drug 
application (NDA). Sponsors of ANDAs 
do not have to repeat the extensive 
clinical testing otherwise necessary to 
gain approval of an NDA. The only 
clinical data required in an ANDA are 
data to show that the drug that is the 
subject of the ANDA is bioequivalent to 
the listed drug.

The 1984 amendments include what 
is now section 505(j)(7) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
355(j)(7)), which requires FDA to 
publish a list of all approved drugs. 
FDA publishes this list as part of the 
‘‘Approved Drug Products with 
Therapeutic Equivalence Evaluations,’’ 
which is generally known as the 
‘‘Orange Book.’’ Under FDA regulations, 
drugs are withdrawn from the list if the 
agency withdraws or suspends approval 
of the drug’s NDA or ANDA for reasons 
of safety or effectiveness or if FDA 
determines that the listed drug was 

VerDate Jan<31>2003 23:27 Jun 10, 2003 Jkt 200001 PO 00000 Frm 00083 Fmt 4703 Sfmt 4703 E:\FR\FM\11JNN1.SGM 11JNN1


		Superintendent of Documents
	2024-06-07T05:26:19-0400
	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




