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BILLING CODE 4810–33–C; 6210–01–C; 6714–01–C; 
6720–01–C

Dated: July 14, 2004. 
John D. Hawke, Jr., 
Comptroller of the Currency. 

By order of the Board of Governors of the 
Federal Reserve System on July 6, 2004. 
Robert deV. Frierson, 
DeputySecretary of the Board.

Dated in Washington, DC, this 28 day of 
June, 2004.

By order of the Board of Directors.
Federal Deposit Insurance Corporation. 
Valerie J. Best, 
Assistant Executive Secretary. 

Dated: June 24, 2004. 
James E. Gilleran, 
Director, Office of Thrift Supervision.
[FR Doc. 04–16401 Filed 7–19–04; 8:45 am] 
BILLING CODE 4810–33–P; 6210–01–P; 6714–01–P; 
6720–01–P

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 312, 314, 600, and 601

[Docket No. 2004N–0267]

Applications for Approval to Market a 
New Drug; Complete Response Letter; 
Amendments to Unapproved 
Applications

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Proposed rule.

SUMMARY: The Food and Drug 
Administration (FDA) is proposing to 
amend our regulations on new drug 
applications (NDAs) and abbreviated 
new drug applications (ANDAs) for 
approval to market new drugs and 
generic drugs. We propose to 
discontinue the use of approvable letters 
and not approvable letters when taking 
action on marketing applications. 
Instead, we intend to use complete 
response letters to indicate that the 
review cycle is complete and that the 
application is not ready for approval. 
We also are proposing to revise the 
regulations on extending the review 
cycle due to the submission of an 
amendment to an unapproved 
application and starting a new cycle 
after a resubmission following receipt of 
a complete response letter. In addition, 
we are proposing to add to the 
regulations on biologics license 
applications (BLAs) a provision on the 
issuance of complete response letters to 
BLA applicants. We are taking these 
actions to implement the user fee 
performance goals referenced in the 

Prescription Drug User Fee 
Amendments of 2002 that address 
procedures and establish target 
timeframes for reviewing human drug 
applications.

DATES: Submit written or electronic 
comments by October 18, 2004. See 
section VIII of this document for the 
proposed effective date of a final rule 
based on this document.
ADDRESSES: You may submit comments, 
identified by [Docket No. 2004N–0267], 
by any of the following methods:

• Federal eRulemaking Portal: http://
www.regulations.gov. Follow the 
instructions for submitting comments.

• Agency Web Site: http://
www.fda.gov/dockets/ecomments. 
Follow the instructions for submitting 
comments on the agency Web site.

• E-mail: fdadockets@oc.fda.gov. 
Include [Docket No. 2004N–0267] in the 
subject line of your e-mail message.

• Fax: 301–827–6870.
• Mail/Hand delivery/Courier [For 

paper, disk, or CD–ROM submissions]: 
Division of Dockets Management (HFA–
305), Food and Drug Administration, 
5630 Fishers Lane, rm. 1061, Rockville, 
MD 20852.

Instructions: All submissions received 
must include the agency name and 
[Docket No. 2004N–0267] for this 
rulemaking. All comments received will 
be posted without change to http://
www.fda.gov/dockets/ecomments, 
including any personal information 
provided. For detailed instructions on 
submitting comments and additional 
information on the rulemaking process, 
see the ‘‘Request for Comments’’ 
heading in the SUPPLEMENTARY 
INFORMATION section of this document.

Docket: For access to the docket to 
read background documents or 
comments received, go to http://
www.fda.gov/dockets/ecomments and/
or the Division of Dockets Management, 
5630 Fishers Lane, rm. 1061, Rockville, 
MD 20852.

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 Yokota, Desk Officer 
for FDA, FAX: 202–395–6974.
FOR FURTHER INFORMATION CONTACT: 
Brian L. Pendleton, Center for Drug 
Evaluation and Research (HFD–7), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301–443–
5523.

SUPPLEMENTARY INFORMATION:

I. Background

A. User Fee Performance Goals and 
Complete Response Letters

In conjunction with the Prescription 
Drug User Fee Act of 1992 (PDUFA) 
(Public Law 102–571), we committed to 
meet certain goals for reviewing and 
acting on human drug applications, as 
defined in section 735(1) of the Federal 
Food, Drug, and Cosmetic Act (the act) 
(21 U.S.C. 379g(1)). For example, we 
promised that by September 30, 1997, 
we would review and act on at least 90 
percent of standard NDAs within 12 
months after the submission date (H. 
Rep. No. 895, 102d Cong., 2d. sess. 32 
(1992) (letter from David A. Kessler, 
M.D., Commissioner of Food and Drugs, 
to Representatives John Dingell and 
Norman Lent, House Committee on 
Energy and Commerce (September 14, 
1992))).

FDA’s drug application review 
performance goals were revised with the 
enactment of the Food and Drug 
Administration Modernization Act of 
1997 (Public Law 105–115) (the user fee 
provisions of this act are known as 
‘‘PDUFA II’’). The goals were further 
revised in conjunction with the 
enactment of the Prescription Drug User 
Fee Amendments of 2002 (PDUFA III), 
set forth in title V, subtitle A, of the 
Public Health Security and Bioterrorism 
Preparedness and Response Act of 2002 
(Public Law 107–188). Section 502 of 
PDUFA III states that user fees will be 
dedicated to expediting the drug 
development process and the process 
for the review of human drug 
applications in accordance with the new 
performance goals, which are set forth 
in an enclosure to letters from Tommy 
Thompson, Secretary of Health and 
Human Services, to the Chairman of the 
House Committee on Energy and 
Commerce and the Ranking Member of 
the Senate Committee on Health, 
Education, Labor and Pensions (June 4, 
2002) (Goals Letter).

Under the user fee performance goals, 
the term ‘‘review and act on’’ is defined 
as the issuance of a complete action 
letter after the complete review of a 
complete application that we have 
accepted for filing (Goals Letter at 15). 
An action letter, if not an approval, 
states the specific deficiencies of the 
application, and where appropriate, the 
actions necessary to place the 
application in condition for approval 
(id.).

As part of the user fee performance 
goals (first in PDUFA II and again in 
PDUFA III), FDA’s Center for Drug 
Evaluation and Research (CDER) and 
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