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§208.26

in commercial distribution, solely be-
cause of an act performed by the au-
thorized dispenser or wholesaler under
this part.

§208.26 Exemptions and deferrals.

(a) FDA on its own initiative, or in
response to a written request from an
applicant, may exempt or defer any
Medication Guide content or format re-
quirement, except those requirements
in §208.20 (a)(2) and (a)(6), on the basis
that the requirement is inapplicable,
unnecessary, or contrary to patients’
best interests. Requests from appli-
cants should be submitted to the direc-
tor of the FDA division responsible for
reviewing the marketing application
for the drug product, or for a biological
product, to the application division in
the office with product responsibility.

(b) If the licensed practitioner who
prescribes a drug product subject to
this part determines that it is not in a
particular patient’s best interest to re-
ceive a Medication Guide because of
significant concerns about the effect of
a Medication Guide, the licensed prac-
titioner may direct that the Medica-
tion Guide not be provided to the par-
ticular patient. However, the author-
ized dispenser of a prescription drug
product subject to this part shall pro-
vide a Medication Guide to any patient
who requests information when the
drug product is dispensed regardless of
any such direction by the licensed
practitioner.
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Subpart A—General Provisions

§209.1 Scope and purpose.

(a) This part sets forth requirements
for human prescription drug products
approved under section 505 of the Fed-
eral Food, Drug, and Cosmetic Act and
dispensed by authorized dispensers and
pharmacies to consumers. This part re-
quires distribution of a side effects
statement and applies to new and refill
prescriptions. This part is not intended
to apply to authorized dispensers dis-
pensing or administering prescription
drug products to inpatients in a hos-
pital or health care facility under an
order of a licensed practitioner, or as
part of supervised home health care.

(b) The purpose of providing the side
effects statement is to enable con-
sumers to report side effects of pre-
scription drug products to FDA.

§209.2 Definitions.

For the purposes of this part, the fol-
lowing definitions apply:

Act means the Federal Food, Drug,
and Cosmetic Act (sections 201-907 (21
U.S.C. 301-397)).

Authorized dispenser means an indi-
vidual licensed, registered, or other-
wise permitted by the jurisdiction in
which the individual practices to pro-
vide drug products on prescription in
the course of professional practice.

Consumer medication information
means written information voluntarily
provided to consumers by dispensing
pharmacists as part of patient medica-
tion counseling activities.

Medication Guide means FDA-ap-
proved patient labeling conforming to
the specifications set forth in part 208
of this chapter and other applicable
regulations.

Pharmacy includes, but is not limited
to, a retail, mail order, Internet, hos-
pital, university, or clinic pharmacy,
or a public health agency, regularly
and lawfully engaged in dispensing pre-
scription drugs.

Side effects statement means the fol-
lowing verbatim statement: ““Call your
doctor for medical advice about side ef-
fects. You may report side effects to
FDA at 1-800-FDA-1088.”
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Subpart B—Requirements

§209.10 Content and format of the side
effects statement.

(a) Content. The side effects state-
ment provided with each prescription
drug product approved under section
505 of the act must read: ‘Call your
doctor for medical advice about side ef-
fects. You may report side effects to
FDA at 1-800-FDA-1088.”

(b) Format. The side effects statement
must be in a single, clear, easy-to-read
type style. The letter height or type
size used for the side effects statement
in accordance with paragraphs (b)(1)
and (b)(2) of §209.11 must be no smaller
than 6 points (1 point = 0.0138 inch).
The letter height or type size for the
side effects statement under para-
graphs (b)(3), (b)(4), and (b)(5) of §209.11
must be no smaller than 10 points.

§209.11 Dispensing and distributing
the side effects statement.

(a) Each authorized dispenser or
pharmacy must distribute the side ef-
fects statement with each prescription
drug product approved under section
505 of the act and dispensed. The side
effects statement must be distributed
with new and refill prescriptions.

(b) An authorized dispenser or phar-
macy must choose one or more of the
following options to distribute the side
effects statement:

(1) Distribute the side effects state-
ment on a sticker attached to the unit
package, vial, or container of the drug
product;

(2) Distribute the side effects state-
ment on a preprinted pharmacy pre-
scription vial cap;

(3) Distribute the side effects state-
ment on a separate sheet of paper;

(4) Distribute the side effects state-
ment in consumer medication informa-
tion; or

(5) Distribute the appropriate FDA-
approved Medication Guide that con-
tains the side effects statement.

§210.1

PART 210—CURRENT GOOD MAN-
UFACTURING PRACTICE IN MAN-
UFACTURING, PROCESSING,
PACKING, OR HOLDING OF
DRUGS; GENERAL

Sec.

210.1 Status of current good manufacturing
practice regulations.

210.2 Applicability of current good manu-
facturing practice regulations.

210.3 Definitions.

AUTHORITY: 21 U.S.C. 321, 351, 352, 355, 360b,
371, 374; 42 U.S.C. 216, 262, 263a, 264.

SOURCE: 43 FR 45076, Sept. 29, 1978, unless
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§210.1 Status of current good manu-
facturing practice regulations.

(a) The regulations set forth in this
part and in parts 211, 225, and 226 of
this chapter contain the minimum cur-
rent good manufacturing practice for
methods to be used in, and the facili-
ties or controls to be used for, the man-
ufacture, processing, packing, or hold-
ing of a drug to assure that such drug
meets the requirements of the act as to
safety, and has the identity and
strength and meets the quality and pu-
rity characteristics that it purports or
is represented to possess.

(b) The failure to comply with any
regulation set forth in this part and in
parts 211, 225, and 226 of this chapter in
the manufacture, processing, packing,
or holding of a drug shall render such
drug to be adulterated under section
501(a)(2)(B) of the act and such drug, as
well as the person who is responsible
for the failure to comply, shall be sub-
ject to regulatory action.

(c) Owners and operators of establish-
ments engaged in the recovery, donor
screening, testing (including donor
testing), processing, storage, labeling,
packaging, or distribution of human
cells, tissues, and cellular and tissue-
based products (HCT/Ps), as defined in
§1271.3(d) of this chapter, that are
drugs (subject to review under an appli-
cation submitted under section 505 of
the act or under a biological product li-
cense application under section 351 of
the Public Health Service Act), are
subject to the donor-eligibility and ap-
plicable current good tissue practice
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