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21 CFR Ch. I (4–1–01 Edition)§ 203.30

Subpart D—Samples

§ 203.30 Sample distribution by mail or
common carrier.

(a) Requirements for drug sample dis-
tribution by mail or common carrier. A
manufacturer or authorized distributor
of record may distribute a drug sample
to a practitioner licensed to prescribe
the drug that is to be sampled or, at
the written request of a licensed prac-
titioner, to the pharmacy of a hospital
or other health care entity, by mail or
common carrier, provided that:

(1) The licensed practitioner executes
and submits a written request to the
manufacturer or authorized distributor
of record, as set forth in paragraph (b)
of this section, before the delivery of
the drug sample;

(2) The manufacturer or authorized
distributor of record verifies with the
appropriate State authority that the
practitioner requesting the drug sam-
ple is licensed or authorized under
State law to prescribe the drug prod-
uct;

(3) The recipient executes a written
receipt, as set forth in paragraph (c) of
this section, when the drug sample is
delivered; and

(4) The receipt is returned to the
manufacturer or distributor from
which the drug sample was received.

(b) Contents of the written request form
for delivery of samples by mail or common
carrier. (1) A written request for a drug
sample to be delivered by mail or com-
mon carrier to a licensed practitioner
is required to contain the following:

(i) The name, address, professional
title, and signature of the practitioner
making the request;

(ii) The practitioner’s State license
or authorization number or, where a
scheduled drug product is requested,
the practitioner’s Drug Enforcement
Administration number.

(iii) The proprietary or established
name and the strength of the drug sam-
ple requested;

(iv) The quantity requested;
(v) The name of the manufacturer

and the authorized distributor of
record, if the drug sample is requested
from an authorized distributor of
record; and

(vi) The date of the request.

(2) A written request for a drug sam-
ple to be delivered by mail or common
carrier to the pharmacy of a hospital
or other health care entity is required
to contain, in addition to all of the in-
formation in paragraph (b)(l) of this
section, the name and address of the
pharmacy of the hospital or other
health care entity to which the drug
sample is to be delivered.

(c) Contents of the receipt to be com-
pleted upon delivery of a drug sample.
The receipt is to be on a form des-
ignated by the manufacturer or dis-
tributor, and is required to contain the
following:

(1) If the drug sample is delivered to
the licensed practitioner who requested
it, the receipt is required to contain
the name, address, professional title,
and signature of the practitioner or the
practitioner’s designee who acknowl-
edges delivery of the drug sample; the
proprietary or established name and
strength of the drug sample and the
quantity of the drug sample delivered;
and the date of the delivery.

(2) If the drug sample is delivered to
the pharmacy of a hospital or other
health care entity at the request of a
licensed practitioner, the receipt is re-
quired to contain the name and address
of the requesting licensed practitioner;
the name and address of the hospital or
health care entity pharmacy des-
ignated to receive the drug sample; the
name, address, professional title, and
signature of the person acknowledging
delivery of the drug sample; the propri-
etary or established name and strength
of the drug sample; the quantity of the
drug sample delivered; and the date of
the delivery.

§ 203.31 Sample distribution by means
other than mail or common carrier
(direct delivery by a representative
or detailer).

(a) Requirements for drug sample dis-
tribution by means other than mail or
common carrier. A manufacturer or au-
thorized distributor of record may dis-
tribute by means other than mail or
common carrier, by a representative or
detailer, a drug sample to a practi-
tioner licensed to prescribe the drug to
be sampled or, at the written request of
such a licensed practitioner, to the
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