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its lowest terms; a decimal fraction
shall not be carried out to more than
three places, except in the case of a
statement of the quantity of an active
ingredient in a unit of a drug.

(d) The declaration shall appear as a
distinct item on the label and, in the
case of large volume parenterals, may
be embossed on the glass.

(e) The declaration shall accurately
reveal the quantity of drug in the
package exclusive of wrappers and
other material packed therewith.

(f) A statement of the quantity of a
prescription or insulin-containing drug
in terms of weight or measure applica-
ble to such drug, under the provisions
of paragraph (a) of this section, shall
express with prominence and conspicu-
ousness the number of the largest
whole unit, as specified in paragraph
(b) of this section, that are contained
in the package. Any remainder shall be
expressed in terms of common or dec-
imal fractions of such unit or in terms
of the next smaller whole unit and
common or decimal fractions thereof.

(g) The declaration of net quantity of
contents shall express an accurate
statement of the quantity of contents
of the package. Reasonable variations
caused by loss or gain of moisture dur-
ing the course of good distribution
practice or by unavoidable deviations
in good manufacturing practice will be
recognized. Variations from stated
quantity of contents shall not be un-
reasonably large. In the case of a liquid
drug in ampules or vials, intended for
injection, the declaration shall be con-
sidered to express the minimum quan-
tity and the variation above the stated
measure shall comply with the excess
volume prescribed by the National For-
mulary or the U.S. Pharmacopeia for
filling of ampules. In the case of a solid
drug in ampules or vials, the declara-
tion shall be considered to express the
accurate net weight. Variations shall
comply with the limitations provided
in the U.S. Pharmacopeia or the Na-
tional Formulary.

(h) A drug shall be exempt from com-
pliance with the net quantity declara-
tion required by this section if it is an
ointment labeled ‘‘sample’, ‘‘physi-
cian’s sample’’, or a substantially simi-
lar statement and the contents of the
package do not exceed 8 grams.
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EFFECTIVE DATE NOTE: At 89 FR 51768, June
18, 2024, §201.51 was amended, effective Dec.
18, 2025.

§201.55 Statement of dosage.

Section 201.100(b)(2) requires that la-
bels for prescription drugs bear a state-
ment of the recommended or usual dos-
age. Since the dosage for some pre-
scription drugs varies within extremely
wide limits, depending upon the condi-
tions being treated, it may not be pos-
sible in all cases to present an inform-
ative or useful statement of the rec-
ommended or usual dosage in the space
available on the label or carton of the
package. It is the view of the Food and
Drug Administration that when such a
situation prevails, compliance with
this requirement would be met by a
statement such as ‘“‘See package insert
for dosage information’’, where the de-
tailed information is contained in such
insert. However, if an informative, re-
alistic, recommended or usual dosage
can readily be set forth on the label, it
should appear thereon.

§201.56 Requirements on content and
format of labeling for human pre-
scription drug and biological prod-
ucts.

(a) General requirements. Prescription
drug labeling described in §201.100(d)
must meet the following general re-
quirements:

(1) The labeling must contain a sum-
mary of the essential scientific infor-
mation needed for the safe and effec-
tive use of the drug.

(2) The labeling must be informative
and accurate and neither promotional
in tone nor false or misleading in any
particular. In accordance with §§314.70
and 601.12 of this chapter, the labeling
must be updated when new information
becomes available that causes the la-
beling to become inaccurate, false, or
misleading.

(3) The labeling must be based when-
ever possible on data derived from
human experience. No implied claims
or suggestions of drug use may be made
if there is inadequate evidence of safe-
ty or a lack of substantial evidence of
effectiveness. Conclusions based on
animal data but necessary for safe and
effective use of the drug in humans
must be identified as such and included
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with human data in the appropriate
section of the labeling.

(b) Categories of prescription drugs sub-
ject to the labeling content and format re-
quirements in §§201.56(d) and 201.57. (1)
The following categories of prescrip-
tion drug products are subject to the
labeling requirements in paragraph (d)
of this section and §201.57 in accord-
ance with the implementation schedule
in paragraph (c) of this section:

(i) Prescription drug products for
which a new drug application (NDA),
biologics license application (BLA), or
efficacy supplement was approved by
the Food and Drug Administration
(FDA) between June 30, 2001 and June
30, 2006;

(ii) Prescription drug products for
which an NDA, BLA, or efficacy supple-
ment is pending on June 30, 2006; or

(iii) Prescription drug products for
which an NDA, BLA, or efficacy supple-
ment is submitted anytime on or after
June 30, 2006.

(2) Prescription drug products not de-
scribed in paragraph (b)(1) of this sec-
tion are subject to the labeling require-
ments in paragraph (e) of this section
and §201.80.

(c) Schedule for implementing the label-
ing content and format requirements in
$§201.56(d) and 201.57. For products de-
scribed in paragraph (b)(1) of this sec-
tion, labeling conforming to the re-
quirements in paragraph (d) of this sec-
tion and §201.57 must be submitted ac-
cording to the following schedule:

(1) For products for which an NDA,
BLA, or efficacy supplement is sub-
mitted for approval on or after June 30,
2006, proposed conforming Ilabeling
must be submitted as part of the appli-
cation.

(2) For products for which an NDA,
BLA, or efficacy supplement is pending
on June 30, 2006, or that has been ap-
proved any time from June 30, 2005, up
to and including June 30, 2006, a supple-
ment with proposed conforming label-
ing must be submitted no later than
June 30, 2009.

(3) For products for which an NDA,
BLA, or efficacy supplement has been
approved anytime from June 30, 2004,
up to and including June 29, 2005, a sup-
plement with proposed conforming la-
beling must be submitted no later than
June 30, 2010.
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(4) For products for which an NDA,
BLA, or efficacy supplement has been
approved anytime from June 30, 2003,
up to and including June 29, 2004, a sup-
plement with proposed conforming la-
beling must be submitted no later than
June 30, 2011.

(5) For products for which an NDA,
BLA, or efficacy supplement has been
approved anytime from June 30, 2002,
up to and including June 29, 2003, a sup-
plement with proposed conforming la-
beling must be submitted no later than
June 30, 2012.

(6) For products for which an NDA,
BLA, or efficacy supplement has been
approved anytime from June 30, 2001,
up to and including June 29, 2002, a sup-
plement with proposed conforming la-
beling must be submitted no later than
June 30, 2013.

(d) Labeling requirements for new and
more recently approved prescription drug
products. This paragraph applies only
to prescription drug products described
in paragraph (b)(1) of this section and
must be implemented according to the
schedule specified in paragraph (c) of
this section.

(1) Prescription drug labeling de-
scribed in §201.100(d) must contain the
specific information required under
§201.57(a), (b), and (c) under the fol-
lowing headings and subheadings and
in the following order:

Highlights of Prescribing Information

Product Names, Other Required Informa-
tion

Boxed Warning

Recent Major Changes

Indications and Usage

Dosage and Administration

Dosage Forms and Strengths

Contraindications

Warnings and Precautions

Adverse Reactions

Drug Interactions

Use in Specific Populations
Full Prescribing Information: Contents
Full Prescribing Information

Boxed Warning

1 Indications and Usage

2 Dosage and Administration

3 Dosage Forms and Strengths

4 Contraindications

5 Warnings and Precautions

6 Adverse Reactions

7 Drug Interactions

8 Use in Specific Populations

8.1 Pregnancy
8.2 Lactation
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8.3 Females and Males of Reproductive
Potential
8.4 Pediatric use
8.5 Geriatric use
9 Drug Abuse and Dependence
9.1 Controlled substance
9.2 Abuse
9.3 Dependence
10 Overdosage
11 Description
12 Clinical Pharmacology
12.1 Mechanism of action
12.2 Pharmacodynamics
12.3 Pharmacokinetics
13 Nonclinical Toxicology
13.1 Carcinogenesis, mutagenesis, impair-
ment of fertility
13.2 Animal toxicology and/or pharma-
cology
14 Clinical Studies
15 References
16 How Supplied/Storage and Handling
17 Patient Counseling Information

(2) Additional nonstandard sub-
headings that are used to enhance la-
beling organization, presentation, or
ease of use (e.g., for individual warn-
ings or precautions, or for each drug
interaction) must be assigned a dec-
imal number that corresponds to their
placement in labeling. The decimal
numbers must be consistent with the
standardized identifying numbers list-
ed in paragraph (d)(1) of this section
(e.g., subheadings added to the “Warn-
ings and Precautions” section must be
numbered 5.1, 5.2, and so on).

(3) Any reference in Highlights to in-
formation appearing in the full pre-
scribing information must be accom-
panied by the identifying number (in
parentheses) corresponding to the loca-
tion of the information in the full pre-
scribing information.

(4) Omit clearly inapplicable sec-
tions, subsections, or specific informa-
tion. If sections or subsections required
under paragraph (d)(1) of this section
are omitted from the full prescribing
information, the heading ‘“‘Full Pre-
scribing Information: Contents” must
be followed by an asterisk and the fol-
lowing statement must appear at the
end of Contents: ‘“* Sections or sub-
sections omitted from the full pre-
scribing information are not listed.”

(5) Any risk information that is re-
quired under §201.57(c)(9)(iv) is consid-
ered ‘‘appropriate pediatric contra-
indications, warnings, or precautions”
within the meaning of section 505A(1)(2)
of the Federal Food, Drug, and Cos-
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metic Act (the act) (21 TU.S.C.
3556A(1)(2)), whether such information
appears in the ‘‘Contraindications,”
“Warnings and Precautions,” or ‘“‘Use
in Specific Populations’ section of la-
beling.

(e) Labeling requirements for older pre-
scription drug products. This paragraph
applies only to approved prescription
drug products not described in para-
graph (b)(1) of this section.

(1) Prescription drug Ilabeling de-
scribed in §201.100(d) must contain the
specific information required under
§201.80 under the following section
headings and in the following order:

Description

Clinical Pharmacology
Indications and Usage
Contraindications
Warnings

Precautions

Adverse Reactions

Drug Abuse and Dependence
Overdosage

Dosage and Administration
How Supplied

(2) The labeling may contain the fol-
lowing additional section headings if
appropriate and if in compliance with
§201.80(1) and (m):

Animal Pharmacology and/or Animal Toxi-
cology

Clinical Studies

References

(3) Omit clearly inapplicable sec-
tions, subsections, or specific informa-
tion.

(4) The labeling may contain a
“Product Title” section preceding the
“Description” section and containing
only the information required by
§201.80(a)(1)(1), (a)(1)(ii), (a)(1)(iii), and
(a)(1)(iv) and §201.100(e). The informa-
tion required by §201.80(a)(1)(i) through
(a)(1)(iv) must appear in the ‘‘Descrip-
tion” section of the labeling, whether
or not it also appears in a ‘‘Product
Title.”

(6) The labeling must contain the
date of the most recent revision of the
labeling, identified as such, placed
prominently immediately after the last
section of the labeling.

(6) The requirement in §201.80(f)(2) to
reprint any FDA-approved patient la-
beling at the end of prescription drug
labeling or accompany the prescription
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drug labeling must be implemented no
later than June 30, 2007.

[71 FR 3986, Jan. 24, 2006, as amended at 79
FR 72101, Dec. 4, 2014]

§201.57 Specific requirements on con-
tent and format of labeling for
human prescription drug and bio-
logical products described in
§201.56(b)(1).

The requirements in this section
apply only to prescription drug prod-
ucts described in §201.56(b)(1) and must
be implemented according to the
schedule specified in §201.56(c), except
for the requirement in paragraph (c)(18)
of this section to reprint any FDA-ap-
proved patient labeling at the end of
prescription drug labeling or accom-
pany the prescription drug labeling,
which must be implemented no later
than June 30, 2007.

(a) Highlights of prescribing informa-
tion. The following information must
appear in all prescription drug label-
ing:

(1) Highlights limitation statement. The
verbatim statement ‘“These highlights
do not include all the information
needed to use (insert name of drug prod-
uct) safely and effectively. See full pre-
scribing information for (insert name
of drug product).”’

(2) Drug names, dosage form, route of
administration, and controlled substance
symbol. The proprietary name and the
established name of the drug, if any, as
defined in section 502(e)(3) of the Fed-
eral Food, Drug, and Cosmetic Act (the
act) or, for biological products, the
proper name (as defined in §600.3 of this
chapter) including any appropriate
descriptors. This information must be
followed by the drug’s dosage form and
route of administration. For controlled
substances, the controlled substance
symbol designating the schedule in
which the controlled substance is listed
must be included as required by
§1302.04 of this chapter.

(3) Initial U.S. approval. The verbatim
statement ‘‘Initial U.S. Approval” fol-
lowed by the four-digit year in which
FDA initially approved a new molec-
ular entity, new biological product, or
new combination of active ingredients.
The statement must be placed on the
line immediately beneath the estab-
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lished name or, for biological products,
proper name of the product.

(4) Boxed warning. A concise sum-
mary of any boxed warning required by
paragraph (c)(1) of this section, not to
exceed a length of 20 lines. The sum-
mary must be preceded by a heading, in
upper-case letters, containing the word
“WARNING” and other words that are
appropriate to identify the subject of
the warning. The heading and the sum-
mary must be contained within a box
and bolded. The following verbatim
statement must be placed immediately
following the heading of the boxed
warning: ‘‘See full prescribing informa-
tion for complete boxed warning.”

(5) Recent major changes. A list of the
section(s) of the full prescribing infor-
mation, limited to the labeling sec-
tions described in paragraphs (c)(1),
(¢)(2), (¢)(3), (c)(b), and (c)(6) of this sec-
tion, that contain(s) substantive label-
ing changes that have been approved
by FDA or authorized under
§314.70(c)(6) or (d)(2), or §601.12(f)(1)
through (f)(3) of this chapter. The head-
ing(s) and, if appropriate, the sub-
heading(s) of the labeling section(s) af-
fected by the change must be listed to-
gether with each section’s identifying
number and the date (month/year) on
which the change was incorporated in
labeling. These labeling sections must
be listed in the order in which they ap-
pear in the full prescribing informa-
tion. A changed section must be listed
under this heading in Highlights for at
least 1 year after the date of the label-
ing change and must be removed at the
first printing subsequent to the 1 year
period.

(6) Indications and usage. A concise
statement of each of the product’s indi-
cations, as required under paragraph
(c)(2) of this section, with any appro-
priate subheadings. Major limitations
of use (e.g., lack of effect in particular
subsets of the population, or second
line therapy status) must be briefly
noted. If the product is a member of an
established pharmacologic class, the
concise statement under this heading
in Highlights must identify the class in
the following manner: ‘““(Drug) is a
(name of class) indicated for (indica-
tion(s)).”
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