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time specified in the order, if FDA
finds that:

(1) The drug product is used in a sub-
stantial number of pediatric patients
for the labeled indications and the ab-
sence of adequate labeling could pose
significant risks to pediatric patients;
or

(2) There is reason to believe that the
drug product would represent a mean-
ingful therapeutic benefit over existing
treatments for pediatric patients for
one or more of the claimed indications,
and the absence of adequate labeling
could pose significant risks to pedi-
atric patients.

(c)(1) An applicant may request a full
waiver of the requirements of para-
graph (a) of this section if the appli-
cant certifies that:

(i) Necessary studies are impossible
or highly impractical because, e.g., the
number of such patients is so small or
geographically dispersed, or

(ii) There is evidence strongly sug-
gesting that the product would be inef-
fective or unsafe in all pediatric age
groups.

(2) An applicant may request a par-
tial waiver of the requirements of para-
graph (a) of this section with respect to
a specified pediatric age group, if the
applicant certifies that:

(i) The product:

(A) Does not represent a meaningful
therapeutic benefit over existing thera-
pies for pediatric patients in that age
group, and

(B) Is not likely to be used in a sub-
stantial number of patients in that age
group, and

(C) The absence of adequate labeling
could not pose significant risks to pedi-
atric patients; or

(ii) Necessary studies are impossible
or highly impractical because, e.g., the
number of patients in that age group is
so small or geographically dispersed, or

(iii) There is evidence strongly sug-
gesting that the product would be inef-
fective or unsafe in that age group, or

(iv) The applicant can demonstrate
that reasonable attempts to produce a
pediatric formulation necessary for
that age group have failed.

(3) FDA shall grant a full or partial
waiver, as appropriate, if the agency
finds that there is a reasonable basis
on which to conclude that one or more
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of the grounds for waiver specified in
paragraphs (c)(2) or (c)(3) of this sec-
tion have been met. If a waiver is
granted on the ground that it is not
possible to develop a pediatric formula-
tion, the waiver will cover only those
pediatric age groups requiring that for-
mulation. If a waiver is granted be-
cause there is evidence that the prod-
uct would be ineffective or unsafe in
pediatric populations, this information
will be included in the product’s label-
ing.

(d) If a manufacturer fails to submit
a supplemental application containing
the information or request for approval
of a pediatric formulation described in
paragraph (a) of this section within the
time specified by FDA, the drug prod-
uct may be considered misbranded or
an unapproved new drug or unlicensed
biologic.

[63 FR 66668, Dec. 2, 1998]

§201.24 Labeling for systemic anti-
bacterial drug products.

The labeling of all systemic drug
products intended for human use indi-
cated to treat a bacterial infection, ex-
cept a mycobacterial infection, must
bear the following statements:

(a) At the beginning of the label,
under the product name, the labeling
must state:

To reduce the development of drug-resist-
ant bacteria and maintain the effectiveness
of (insert name of antibacterial drug product)
and other antibacterial drugs, (insert name of
antibacterial drug product) should be used
only to treat or prevent infections that are
proven or strongly suspected to be caused by
bacteria.

(b) In the ‘‘Indications and Usage”
section, the labeling must state:

To reduce the development of drug-resist-
ant bacteria and maintain the effectiveness
of (insert name of antibacterial drug product)
and other antibacterial drugs, (insert name of
antibacterial drug product) should be used
only to treat or prevent infections that are
proven or strongly suspected to be caused by
susceptible bacteria. When culture and sus-
ceptibility information are available, they
should be considered in selecting or modi-
fying antibacterial therapy. In the absence
of such data, local epidemiology and suscep-
tibility patterns may contribute to the em-
piric selection of therapy.



Food and Drug Administration, HHS

(¢c) In the ‘“Precautions’ section,
under the ‘“‘General’’ subsection, the la-
beling must state:

Prescribing (insert name of antibacterial
drug product) in the absence of a proven or
strongly suspected bacterial infection or a
prophylactic indication is unlikely to pro-
vide benefit to the patient and increases the
risk of the development of drug-resistant
bacteria.

(d) In the ‘‘Precautions’ section,
under the ‘‘Information for Patients”
subsection, the labeling must state:

Patients should be counseled that anti-
bacterial drugs including (insert name of anti-
bacterial drug product) should only be used to
treat bacterial infections. They do not treat
viral infections (e.g., the common cold).
When (insert name of antibacterial drug prod-
uct) is prescribed to treat a bacterial infec-
tion, patients should be told that although it
is common to feel better early in the course
of therapy, the medication should be taken
exactly as directed. Skipping doses or not
completing the full course of therapy may (1)
decrease the effectiveness of the immediate
treatment and (2) increase the likelihood
that bacteria will develop resistance and will
not be treatable by (insert name of anti-
bacterial drug product) or other antibacterial
drugs in the future.

[68 FR 6081, Feb. 6, 2003]

§201.25 Bar code label requirements.

(a) Who is subject to these bar code re-
quirements? Manufacturers, repackers,
relabelers, and private label distribu-
tors of a human prescription drug prod-
uct or an over-the-counter (OTC) drug
product that is regulated under the
Federal Food, Drug, and Cosmetic Act
or the Public Health Service Act are
subject to these bar code requirements
unless they are exempt from the reg-
istration and drug listing requirements
in section 510 of the Federal Food,
Drug, and Cosmetic Act.

(b) What drugs are subject to these bar
code requirements? The following drug
products are subject to the bar code
label requirements:

(1) Prescription drug products, how-
ever:

(i) The bar code requirement does not
apply to the following entities:

(A) Prescription drug samples;

(B) Allergenic extracts;

(C) Intrauterine contraceptive de-
vices regulated as drugs;

(D) Medical gases;
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(E) Radiopharmaceuticals; and

(F) Low-density polyethylene form
fill and seal containers that are not
packaged with an overwrap.

(ii) The bar code requirement does
not apply to prescription drugs sold by
a manufacturer, repacker, relabeler, or
private label distributor directly to pa-
tients, but versions of the same drug
product that are sold to or used in hos-
pitals are subject to the bar code re-
quirements.

(2) Biological products; and

(3) OTC drug products that are dis-
pensed pursuant to an order and are
commonly used in hospitals. For pur-
poses of this section, an OTC drug
product is ‘‘commonly used in hos-
pitals’ if it is packaged for hospital
use, labeled for hospital use (or uses
similar terms), or marketed, promoted,
or sold to hospitals.

(c) What does the bar code look like?
Where does the bar code go? (1) Each
drug product described in paragraph (b)
of this section must have a bar code
that contains, at a minimum, the ap-
propriate National Drug Code (NDC)
number in a linear bar code that meets

European Article Number/Uniform
Code Council (EAN/UCC) or Health In-
dustry Business Communications

Council (HIBCC) standards or another
standard or format that has been ap-
proved by the relevant Food and Drug
Administration Center Director. Addi-
tionally, the bar code must:

(i) Be surrounded by sufficient blank
space so that the bar code can be
scanned correctly; and

(ii) Remain intact under normal con-
ditions of use.

(2) The bar code must appear on the
drug’s label as defined by section 201(k)
of the Federal Food, Drug, and Cos-
metic Act.

(d) Can a drug be exempted from the bar
code requirement? (1) On our own initia-
tive, or in response to a written re-
quest from a manufacturer, repacker,
relabeler or private label distributor,
we may exempt a drug product from
the bar code label requirements set
forth in this section. The exemption re-
quest must document why:

(i) compliance with the bar code re-
quirement would adversely affect the
safety, effectiveness, purity or potency
of the drug or not be technologically
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