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21 U.S. Code § 353

Exemptions and consideration for certain drugs, devices, and
biological products

(a) Regulations for goods to be processed, labeled, or repacked elsewhere

The Secretary is directed to promulgate regulations exempting from any labeling or packaging requirement of
this chapter drugs and devices which are, in accordance with the practice of the trade, to be processed, labeled,
or repacked in substantial quantities at establishments other than those where originally processed or packed,
on condition that such drugs and devices are not adulterated or misbranded under the provisions of this
chapter upon removal from such processing, labeling, or repacking establishment.

(b) Prescription by physician; exemption from labeling and prescription
requirements; misbranded drugs; compliance with narcotic and marihuana laws

(1) A drug intended for use by man which—

(A) because of its toxicity or other potentiality for harmful effect, or the method of its use, or the collateral
measures necessary to its use, is not safe for use except under the supervision of a practitioner licensed by
law to administer such drug; or

(B) is limited by an approved application under section 355 of this title to use under the professional
supervision of a practitioner licensed by law to administer such drug;

shall be dispensed only (i) upon a written prescription of a practitioner licensed by law to administer such
drug, or (ii) upon an oral prescription of such practitioner which is reduced promptly to writing and filed by the
pharmacist, or (iii) by refilling any such written or oral prescription if such refilling is authorized by the
prescriber either in the original prescription or by oral order which is reduced promptly to writing and filed by
the pharmacist. The act of dispensing a drug contrary to the provisions of this paragraph shall be deemed to be
an act which results in the drug being misbranded while held for sale.

(2) Any drug dispensed by filling or refilling a written or oral prescription of a practitioner licensed by law to
administer such drug shall be exempt from the requirements of section 352 of this title, except paragraphs (a),
(i)(2) and (3), (k), and (), and the packaging requirements of paragraphs (g), (h), and (p), if the drug bears a
label containing the name and address of the dispenser, the serial number and date of the prescription or of its
filling, the name of the prescriber, and, if stated in the prescription, the name of the patient, and the directions
for use and cautionary statements, if any, contained in such prescription. This exemption shall not apply to any
drug dispensed in the course of the conduct of a business of dispensing drugs pursuant to diagnosis by mail, or
to a drug dispensed in violation of paragraph (1) of this subsection.

(3) The Secretary may by regulation remove drugs subject to section 355 of this title from the requirements of
paragraph (1) of this subsection when such requirements are not necessary for the protection of the public
health.

(4)
(A) A drug that is subject to paragraph (1) shall be deemed to be misbranded if at any time prior to dispensing
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the label of the drug fails to bear, at a minimum, the symbol “Rx only”.

(B) A drug to which paragraph (1) does not apply shall be deemed to be misbranded if at any time prior to
dispensing the label of the drug bears the symbol described in subparagraph (A).

(5) Nothing in this subsection shall be construed to relieve any person from any requirement prescribed by or
under authority of law with respect to drugs now included or which may hereafter be included within the
classifications stated in sections 4721, 6001, and 6151 of title 26, or to marihuana as defined in section 4761 of
title 26.

(c) sales restrictions

(1) No person may sell, purchase, or trade or offer to sell, purchase, or trade any drug sample. For purposes of
this paragraph and subsection (d), the term “drug sample” means a unit of a drug, subject to subsection (b),
which is not intended to be sold and is intended to promote the sale of the drug. Nothing in this paragraph shall
subject an officer or executive of a drug manufacturer or distributor to criminal liability solely because of a
sale, purchase, trade, or offer to sell, purchase, or trade in violation of this paragraph by other employees of
the manufacturer or distributor.

(2) No person may sell, purchase, or trade, offer to sell, purchase, or trade, or counterfeit any coupon. For
purposes of this paragraph, the term “coupon” means a form which may be redeemed, at no cost or at a
reduced cost, for a drug which is prescribed in accordance with subsection (b).

(3)

(A) No person may sell, purchase, or trade, or offer to sell, purchase, or trade, any drug—
(i) which is subject to subsection (b), and
(ii)
(I) which was purchased by a public or private hospital or other health care entity, or
(I1) which was donated or supplied at a reduced price to a charitable organization described in section
501(c)(3) of title 26.
(B) Subparagraph (A) does not apply to—

(i) the purchase or other acquisition by a hospital or other health care entity which is a member of a group
purchasing organization of a drug for its own use from the group purchasing organization or from other
hospitals or health care entities which are members of such organization,

(ii) the sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug by an organization
described in subparagraph (A)(ii)(II) to a nonprofit affiliate of the organization to the extent otherwise
permitted by law,

(iii) a sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug among hospitals or
other health care entities which are under common control,

(iv) a sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug for emergency medical
reasons, or

(v) a sale, purchase, or trade of a drug, an offer to sell, purchase, or trade a drug, or the dispensing of a
drug pursuant to a prescription executed in accordance with subsection (b).

For purposes of this paragraph, the term “entity” does not include a wholesale distributor of drugs or a retail
pharmacy licensed under State law and the term “emergency medical reasons” includes transfers of a drug
between health care entities or from a health care entity to a retail pharmacy undertaken to alleviate
temporary shortages of the drug arising from delays in or interruptions of regular distribution schedules.
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