§203.10

required by Federal law (including Fed-
eral regulation) to be dispensed only by
a prescription, including finished dos-
age forms and bulk drug substances
subject to section 503(b) of the act.

(z) Representative means an employee
or agent of a drug manufacturer or dis-
tributor who promotes the sale of pre-
scription drugs to licensed practi-
tioners and who may solicit or receive
written requests for the delivery of
drug samples. A detailer is a represent-
ative.

(aa) Sample unit means a packet,
card, blister pack, bottle, container, or
other single package comprised of one
or more dosage units of a prescription
drug sample, intended by the manufac-
turer or distributor to be provided by a
licensed practitioner to a patient in an
unbroken or unopened condition.

(bb) Unauthorized distributor means a
distributor who does not have an ongo-
ing relationship with a manufacturer
to sell or distribute its products.

(cc) Wholesale distribution means dis-
tribution of prescription drugs to per-
sons other than a consumer or patient,
but does not include:

(1) Intracompany sales;

(2) The purchase or other acquisition
by a hospital or other health care enti-
ty that is a member of a group pur-
chasing organization of a drug for its
own use from the group purchasing or-
ganization or from other hospitals or
health care entities that are members
of such organizations;

(3) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug by a charitable organiza-
tion to a nonprofit affiliate of the orga-
nization to the extent otherwise per-
mitted by law;

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

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

(6) The sale, purchase, or trade of a
drug, an offer to sell, purchase, or
trade a drug, or the dispensing of a
drug under a prescription executed in
accordance with section 503(b) of the
act;
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(7) The distribution of drug samples
by manufacturers’ and authorized dis-
tributors’ representatives;

(8) The sale, purchase, or trade of
blood or blood components intended for
transfusion;

(9) Drug returns, when conducted by
a hospital, health care entity, or chari-
table institution in accordance with
§203.23; or

(10) The sale of minimal quantities of
drugs by retail pharmacies to licensed
practitioners for office use.

(dd) Wholesale distributor means any
person engaged in wholesale distribu-
tion of prescription drugs, including,
but not limited to, manufacturers; re-
packers; own-label distributors; pri-
vate-label distributors; jobbers; bro-
kers; warehouses, including manufac-
turers’ and distributors’ warehouses,
chain drug warehouses, and wholesale
drug warehouses; independent whole-
sale drug traders; and retail phar-
macies that conduct wholesale dis-
tributions.

EFFECTIVE DATE NOTE: At 65 FR 25639, May
3, 2000, the effective date for §203.3(u) was de-
layed until Oct. 1, 2001. At 66 FR 12851, Mar.
1, 2001, §203.3(u) was further delayed until
Apr. 1, 2002.

Subpart B—Reimportation

§203.10 Restrictions on reimportation.

No prescription drug or drug com-
posed wholly or partly of insulin that
was manufactured in a State and ex-
ported from the United States may be
reimported by anyone other than its
manufacturer, except that FDA may
grant permission to a person other
than the manufacturer to reimport a
prescription drug or insulin-containing
drug if it determines that such re-
importation is required for emergency
medical care.

§203.11 Applications for reimportation
to provide emergency medical care.

(a) Applications for reimportation for
emergency medical care shall be sub-
mitted to the director of the FDA Dis-
trict Office in the district where re-
importation is sought (addresses found
in §5.115 of this chapter).

(b) Applications for reimportation to
provide emergency medical care shall



