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2014 /Proposed Rules

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Parts 201, 606, and 610
[Docket No. FDA-2007-N-0363]
RIN 0910-AG18

Electronic Distribution of Prescribing
Information for Human Prescription
Drugs, including Biological Products

AGENCY: Food and Drug Administration,

HHS.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA or the Agency) is
proposing to amend its prescription
drug and biological product labeling
regulations to require electronic

Aietributinn af tha nroecrihing

» Federal eRulemaking Portal: hitp://
www.regulations.gov. Follow the
instructions for submitting comments.

Written Submissions

Submit written submissions in the
following ways:

e Mail/Hand deIzVPry/Courzer (for
paper 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 Docket No. FDA—
2007-N-0363 for this rulemaking. All
comments received may be posted
without change to hilp://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments’ heading
of the SUPPLEMENTARY INFORMATION
section of this document.

DNacket: For access to the docket to

A. Summary of Comments
B. FDA’s View on the Comments and
Testimony
IV. Description of the Proposed Rule
A. Labeling Accompanying the Product
B. Label Statement
C. Paper Versus Electronic
D. Exemptions
E. Submission of Most Current Version of
Prescribing Information to FDA
F. Conforming Amendments
V. Legal Authority
VI. Environmental Impact
VIL. Paperwork Reduction Act of 1995
A. Summary of Provisions in Proposed
Rule That Contain Collections of
Information
B. Estimates of Reporting Burden
C. Other Annualized Cost Burdens to
Respondents: Operating and
Maintenance Costs of the Toll-Free
Telephone Number and Responding to
Requests
D. Capital Costs
VIIIL. Federalism
IX. Analysis of Impacts
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