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development of a data quality 
improvement plan. 

6. Staffing and Management System (5 
percent). 

a. Extent to which key personnel have 
skills and experience to develop, 
implement or refine an EHDI tracking 
and surveillance system; 

b. Extent of the managerial ability to 
coordinate the tracking, surveillance, 
and integration components of the 
project; 

c. Extent to which expertise in 
abstracting screening, identification, 
and intervention records are 
demonstrated; 

d. Extent to which expertise in 
epidemiologic methods, public health 
surveillance, data management and 
computer programming is 
demonstrated; and 

e. Extent to which there is sufficient 
dedicated staff time to develop, 
implement or refine an EHDI tracking 
and surveillance system and to integrate 
the EHDI system with other newborn 
screening systems (include percentage 
of time each staff member will 
contribute to the project). 

7. Organizational Structure and 
Facilities (5 percent) 

Extent to which the organizational 
structure and the facilities/space/
equipment are adequate in carrying out 
the activities of the program. 

8. Budget (not scored). 
The budget will be evaluated for the 

extent to which it is reasonable, clearly 
justified, and consistent with the 
intended use of the cooperative 
agreement funds. The applicant shall 
describe and indicate the availability of 
facilities and equipment necessary to 
carry out this project. 

V.2. Review and Selection Process 

Applications will be reviewed for 
completeness by the Procurement and 
Grants Office (PGO) staff, and for 
responsiveness by the National Center 
on Birth Defects and Developmental 
Disabilities (NCBDDD). Incomplete 
applications and applications that are 
non-responsive to the eligibility criteria 
will not advance through the review 
process. Applicants will be notified that 
their application did not meet 
submission requirements. 

An objective review panel will 
evaluate complete and responsive 
applications according to the criteria 
listed in the ‘‘V.1. Criteria’’ section 
above. The objective review panel will 
consist of CDC employees who will be 
randomly assigned applications to 
review and score. Applications will be 
funded in order by score and rank 
determined by the review panel. CDC 

will provide justification for any 
decision to fund out of rank order. 

V.3. Anticipated Announcement and 
Award Dates 

[May 2005 for a] July 1, 2005, project 
start date. 

VI. Award Administration Information 

VI.1. Award Notices
Successful applicants will receive a 

Notice of Grant Award (NGA) from the 
CDC Procurement and Grants Office. 
The NGA shall be the only binding, 
authorizing document between the 
recipient and CDC. The NGA will be 
signed by an authorized Grants 
Management Officer, and mailed to the 
recipient fiscal officer identified in the 
application. 

Unsuccessful applicants will receive 
notification of the results of the 
application review by mail. 

VI.2. Administrative and National 
Policy Requirements 

45 CFR Part 92 
For more information on the Code of 

Federal Regulations, see the National 
Archives and Records Administration at 
the following Internet address: http://
www.access.gpo.gov/nara/cfr/cfr-table-
search.html. 

The following additional 
requirements apply to this project: 

• AR–7 Executive Order 12372. 
• AR–9 Paperwork Reduction Act 

Requirements. 
• AR–10 Smoke-Free Workplace 

Requirements. 
• AR–11 Healthy People 2010. 
• AR–12 Lobbying Restrictions. 
• AR–24 Health Insurance 

Portability and Accountability Act 
Requirements. 

• AR–25 Release and Sharing of 
Data. 

Additional information on these 
requirements can be found on the CDC 
Web site at the following Internet 
address: http://www.cdc.gov/od/pgo/
funding/ARs.htm. 

VI.3. Reporting Requirements 
You must provide CDC with an 

original, plus two hard copies of the 
following reports: 

1. Interim progress report, due 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. Budget. 
e. Measures of Effectiveness. 
f. Additional Requested Information. 
2. Financial status report and annual 

progress 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. 

These reports must be mailed to the 
Grants Management or Contract 
Specialist listed in the ‘‘Agency 
Contacts’’ section of this announcement. 

VII. Agency Contacts 

We encourage inquiries concerning 
this announcement. For general 
questions, contact: Technical 
Information Management Section, CDC 
Procurement and Grants Office, 2920 
Brandywine Road, Atlanta, GA 30341; 
Telephone: 770–488–2700. 

For program technical assistance, 
contact: John Eichwald, EHDI Team 
Lead, Centers for Disease Control and 
Prevention, 1600 Clifton Road, NE., 
Mailstop E–88, Atlanta, GA 30333; 
Telephone: 404–498–3961; E-mail 
Address: jeichwald@cdc.gov. 

For financial, grants management, or 
budget assistance, contact: Mildred 
Garner, Grants Management Specialist, 
CDC Procurement and Grants Office, 
2920 Brandywine Road, Atlanta, GA 
30341; Telephone: 770–488–2745; E-
mail: MGarner@cdc.gov. 

VIII. Other Information 

This and other CDC funding 
opportunity announcements can be 
found on the CDC Web site, Internet 
address: http://www.cdc.gov. Click on 
‘‘Funding’’ then ‘‘Grants and 
Cooperative Agreements.’’

Dated: December 28, 2004. 
William P. Nichols, 
Acting Director, Procurement and Grants 
Office, Centers for Disease Control and 
Prevention.
[FR Doc. 05–32 Filed 1–3–05; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information including each proposed 
extension of an existing collection of 
information, and to allow 60 days for 
public comment in response to the 
notice. This notice solicits comments on 
the standardized format and content 
requirements for the labeling of over-
the-counter (OTC) drug products.
DATES: Submit written or electronic 
comments on the collection of 
information by March 7, 2005.
ADDRESSES: Submit electronic 
comments on the collection of 
information to: http://www.fda.gov/
dockets/ecomments. Submit written 
comments on the collection of 
information to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. All 
comments should be identified with the 
docket number found in brackets in the 
heading of this document.
FOR FURTHER INFORMATION CONTACT: 
Karen L. Nelson, Office of Management 
Programs (HFA–250), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–1482.
SUPPLEMENTARY INFORMATION: Under the 
PRA (44 U.S.C. 3501–3520), Federal 
agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
information they conduct or sponsor. 
‘‘Collection of information’’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, 
before submitting the collection to OMB 
for approval. To comply with this 
requirement, FDA is publishing notice 
of the proposed collection of 
information set forth in this document.

With respect to the following 
collection of information, FDA invites 
comments on these topics: (1) Whether 
the proposed collection of information 
is necessary for the proper performance 
of FDA’s functions, including whether 
the information will have practical 

utility; (2) the accuracy of FDA’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques, 
when appropriate, and other forms of 
information technology.

Format and Content Requirements for 
Over-the-Counter (OTC) Drug Product 
Labeling—(OMB Control Number 0910–
0340)

In the Federal Register of March 17, 
1999 (64 FR 13254), FDA amended its 
regulations governing requirements for 
human drug products to establish 
standardized format and content 
requirements for the labeling of all 
marketed OTC drug products. The rule 
requires OTC drug product labeling to 
include uniform headings and 
subheadings, presented in a 
standardized order, with minimum 
standards for type size and other 
graphical features. The rule is intended 
to enable consumers to better read and 
understand OTC drug product labeling 
and to apply this information to the safe 
and effective use of OTC drug products. 
FDA concludes that the labeling 
statements required under this rule are 
not subject to review by OMB because 
they are originally supplied by the 
Federal Government to the recipient for 
the purpose of disclosure to the public 
(5 CFR 1320.3(c)(2)) and therefore do 
not constitute a collection of 
information under the PRA (44 U.S.C. 
3501 et seq.).

Section 201.66 of the labeling 
requirements (21 CFR 201.66) requires 
all OTC drug manufacturers to format 
labeling as set forth in paragraphs (c) 
and (d). FDA has learned from the 
industry that OTC drug product 
manufacturers routinely redesign the 
labeling of their products as part of their 
usual and customary business practice. 
The rule provides varied timeframes for 
implementing the labeling 
requirements. Therefore, the majority of 
respondents will be able to format OTC 
drug product labeling in accordance 
with § 201.66 as part of their routine 
redesign practice, creating no additional 
paperwork or economic burden.

In discussing the collection of 
information under the PRA in the final 
rule (64 FR 13254 at 13274 to 13276), 
FDA stated that of the 39,310 stock 
keeping units (SKUs) (individual 
products, packages, and sizes) currently 
marketed under a final monograph, 

approximately 32 percent, or 12,573 
products, may necessitate labeling 
changes sooner than provided under 
their usual and customary practice of 
label design. FDA estimated that of the 
400 respondents who produce OTC drug 
products, including the 12,573 products 
described above, each may be required 
to respond approximately 31.4 times to 
this rule outside of their usual and 
customary practice. Each response was 
estimated to take, on the average of, 4 
hours, for a total of 50,292 hours per 
year. The burden was expected to be a 
one-time burden.

FDA stated that although the usual 
and customary practice of label redesign 
would minimize the burden for the 
remaining 68 percent of SKUs currently 
marketed, or 26,737 products, 
additional time may be necessary for 
each company to make the format 
changes under this rule. FDA estimated 
that of the 400 respondents who 
produce OTC drug products, each may 
be required to respond approximately 
66.8 times to bring the 26,737 products 
into compliance with this rule. FDA 
estimated that each response for this 
group will take an average of 2.5 hours 
for a total of 66,842 hours. The burden 
was expected to be a one-time burden.

Finally, FDA estimated that 
approximately 61 respondents hold new 
drug applications (NDAs) and 
abbreviated new drug applications 
(ANDAs) (41 NDA holders and 20 
ANDA holders) for which supplements 
and amendments will be required. FDA 
expected that 522 submissions (350 to 
NDAs and 172 to ANDAs) will be 
required for labeling changes under 
§ 201.66(c) and (d), which averages to 
8.5 submissions per respondent. FDA 
estimated that each submission will take 
an average of 2 hours to prepare for a 
total of 1,040 hours annually. The 
burden was also expected to be a one-
time burden.

Because the final rule was issued on 
March 17, 1999, FDA extended the May 
16, 2001, compliance date for products 
subject to drug marketing applications 
approved before May 16, 1999, and for 
products subject to an OTC drug 
monograph finalized before May 16, 
1999, by 1 year to May 16, 2002 (with 
a corresponding extension of the May 
16, 2002, compliance date for products 
with annual sales of less than $25,000 
to May 16, 2003) (65 FR 38191, June 20, 
2000). Products subject to an OTC drug 
monograph finalized on or after May 16, 
1999, had to comply within the period 
specified in the final monograph. 
However, if a monograph had not been 
finalized as of May 16, 2002, then the 
products have to comply as of the first 
major labeling revision after May 16, 
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2002, or by May 16, 2005, whichever 
occurs first.

Since March 17, 1999, FDA has 
published six major final rules on OTC 
drug monographs and several minor 
amendments to existing final 
monographs. The following are the six 
major final rules and their date of 
publication:

• Sunscreen drug products (May 21, 
1999),

• Cough-cold combination drug 
products (December 23, 2002),

• Antidiarrheal drug products (April 
17, 2003),

• Ingrown toenail relief drug products 
(May 7, 2003),

• Skin protectant drug products (June 
4, 2003), and

• Antiperspirant drug products (June 
9, 2003).

The effective date for the final 
monograph for OTC sunscreen drug 
products and for the implementation of 
the new labeling format for these 
products has been stayed indefinitely 
(65 FR 36319, June 8, 2000, and 69 FR 
53801, September 3, 2004). The effective 
date for products subject to the final 
rules on the other OTC drug 
monographs to implement the new 
labeling format will occur by the end of 
2004, except for a small number of 
products with annual sales less than 
$25,000. Those products will have until 

June 2005 to implement the new 
labeling format. These dates should 
enable manufacturers to coordinate the 
relabeling required by the final 
monographs with the relabeling 
required by the OTC drug product 
labeling final rule.

FDA previously estimated that 12,573 
out of 39,310 SKUs were affected by the 
March 17, 1999, OTC drug product 
labeling final rule. Based on information 
in the six final rules issued since that 
time, FDA estimates that 11,250 
additional SKUs have already been 
affected by the OTC drug product 
labeling final rule. Thus, 15,487 SKUs 
remain to be affected by the OTC drug 
product labeling final rule. All of these 
will need to implement the new labeling 
format by May 16, 2005, except for the 
sunscreen drug products that are 
currently deferred.

As the number of products remaining 
to be affected by the OTC drug product 
labeling final rule is close to the number 
of products affected at the time of the 
May 17, 1999, publication of that final 
rule, FDA is listing the same numbers of 
respondents, annual frequency per 
response, and total annual responses in 
this notice.

FDA believes the hours per response 
and total hours may be less than the 
numbers stated in the final rule for 
several reasons. First, respondents have 

made a number of inquiries to FDA 
already since the final rule was issued 
in 1999. FDA’s experience with these 
inquiries is that inquiries have been less 
than 2.5 or 4 hours per response, 
generally averaging 0.25 to 0.5 hour per 
inquiry. Second, respondents have 
gained significant experience with the 
final rule since 1999, reducing their 
need to make additional inquiries. 
Third, FDA issued a draft guidance for 
industry entitled ‘‘Labeling Over-the-
Counter Human Drug Products; 
Updating Labeling in ANDA’s’’ (66 FR 
11174, February 22, 2001), which 
included a number of labeling examples 
to assist holders of ANDAs for OTC drug 
products and manufacturers of reference 
listed drugs (RLDs) for the ANDAs to 
implement the new OTC drug product 
labeling regulation. FDA issued a final 
guidance for industry on October 18, 
2002 (67 FR 64402). This guidance 
should have reduced some of the hours 
per response and total hours for some 
NDA and ANDA holders. However, FDA 
is not currently able to estimate how 
much time has been reduced. 
Accordingly, FDA is listing the same 
hours per response and total hours in 
this notice as appeared in the March 17, 
1999, final rule.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section 
No. of

Respondents Annual Frequency 
per Response 

Total Annual 
Responses 

Hours Per
Response Total Hours 

201.662 400 31.43 12,573 4 50,292
201.66 400 66.8 26,737 2.5 66,842
201.66(c) and (d)2 61 8.5 522 2 1,044
201.66(e) 25 4 100 24 2,400
Total 120,578

1There are no capital costs or operating and maintenance costs associated with this collection of information.
2 One-time burden.

Dated: December 28, 2004.

Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05–27 Filed 1–3–05; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 

that a proposed collection of 
information 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 3, 
2005.

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, 
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