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Contains Nonbinding Recommendations*

Guidance for Industry*

Changesto an Approved NDA or ANDA

This guidance represents the Food and Drug Administration's (FDA's) current thinking on this
topic. It does not create or confer any rights for or on any person and does not operate to
bind FDA or the public.** Y ou can use an aternative approach if it satisfies the
requirements of the applicable statutes and regulations. If you want to discuss an alternative
approach, contact the FDA staff responsible for implementing this guidance. 1f you cannot
identify the appropriate FDA steff, call the appropriate number listed on the title page of this
guidance.

** |nsofar as this guidance adjusts reporting categories pursuant to section 506A of the Federal Food, Drug, and
Cosmetic Act and 21 CFR 314.70, it does have binding effect. If you have any questions about the effect of any portion
of this guidance, contact the Office of Pharmaceutical Science, Center for Drug Evaluation and Research (HFD-003),
Food and Drug Association, 5600 Fishers Lane, Rockville, MD 20857.

l. INTRODUCTION AND BACKGROUND

This guidance provides recommendations to holders of new drug applications (NDAS) and
abbreviated new drug applications (ANDAS) who intend to make postapproval changesin
accordance with section 506A of the Federal Food, Drug, and Cosmetic Act (the Act) and

§ 314.70 (21 CFR 314.70). The guidance covers recommended reporting categories for
postapproval changes for drugs other than specified biotechnology and specified synthetic
biological products. It supersedes the guidance of the same title published November 1999.
Recommendations are provided for postapproval changesin (1) components and composition, (2)
manufacturing sites, (3) manufacturing process, (4) specifications, (5) container closure system,
and (6) labeling, as well as (7) miscellaneous changes and (8) multiple related changes.

Recommendations on reporting categories for changes relating to specified biotechnology and
specified synthetic biological products regulated by CDER are found in the guidance for industry

! This guidance has been prepared under the direction of the Chemistry, Manufacturing and Controls Coordinating Committeein
the Center for Drug Evauation and Research (CDER) at the Food and Drug Administration (FDA).

Paperwork Reduction Act Public Burden Statement: This guidance contains information collection provisions that are subject
to review by the Office of Management and Budget (OMB) under the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C.
3501-3520). The callection(s) of information in this guidance were approved under OMB Control No. 0910-0538 (until August
31, 2005).

* Insofar as this guidance adjusts reporting categories pursuant to section 506A of the Federal Food, Drug, and Cosmetic Act
and 21 CFR 314.70. it does have bindina effect.
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