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(2) Ensure that all information re-
quired to be on a prescription pursuant
to Section 1306.05 of this part is trans-
mitted to the central fill pharmacy (ei-
ther on the face of the prescription or
in the electronic transmission of infor-
mation);

(3) Maintain the original prescription
for a period of two years from the date
the prescription was filled;

(4) Keep a record of receipt of the
filled prescription, including the date
of receipt, the method of delivery (pri-
vate, common or contract carrier) and
the name of the retail pharmacy em-
ployee accepting delivery.

(b) The central fill pharmacy receiv-
ing the transmitted prescription must:

(1) Keep a copy of the prescription (if
sent via facsimile) or an electronic
record of all the information trans-
mitted by the retail pharmacy, includ-
ing the name, address, and DEA reg-
istration number of the retail phar-
macy transmitting the prescription;

(2) Keep a record of the date of re-
ceipt of the transmitted prescription,
the name of the pharmacist filling the
prescription, and the date of filling of
the prescription;

(3) Keep a record of the date the filled
prescription was delivered to the retail
pharmacy and the method of delivery
(i.e. private, common or contract car-
rier).

[68 FR 37410, June 24, 2003]

EFFECTIVE DATE NOTE: At 75 FR 16308, Mar.
31, 2010, §1306.15 was amended by revising
paragraph (a)(1), effective June 1, 2010. For
the convenience of the user, the revised text
is set forth as follows:

§1306.15 Provision of prescription informa-
tion between retail pharmacies and cen-
tral fill pharmacies for prescriptions of
Schedule II controlled substances.

* * * * *

(@) * * *

(1) Write the words ‘“CENTRAL FILL’ on
the face of the original paper prescription
and record the name, address, and DEA reg-
istration number of the central fill phar-
macy to which the prescription has been
transmitted, the name of the retail phar-
macy pharmacist transmitting the prescrip-
tion, and the date of transmittal. For elec-
tronic prescriptions the name, address, and
DEA registration number of the central fill
pharmacy to which the prescription has been
transmitted, the name of the retail phar-
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macy pharmacist transmitting the prescrip-
tion, and the date of transmittal must be
added to the electronic prescription record.

* * * * *

CONTROLLED SUBSTANCES LISTED IN
SCHEDULES III, IV, AND V

§1306.21 Requirement of prescription.

(a) A pharmacist may dispense di-
rectly a controlled substance listed in
Schedule III, IV, or V which is a pre-
scription drug as determined under the
Federal Food, Drug, and Cosmetic Act,
only pursuant to either a written pre-
scription signed by a practitioner or a
facsimile of a written, signed prescrip-
tion transmitted by the practitioner or
the practitioner’s agent to the phar-
macy or pursuant to an oral prescrip-
tion made by an individual practitioner
and promptly reduced to writing by the
pharmacist containing all information
required in §1306.05, except for the sig-
nature of the practitioner.

(b) An individual practitioner may
administer or dispense directly a con-
trolled substance listed in Schedule III,
IV, or V in the course of his/her profes-
sional practice without a prescription,
subject to §1306.07.

(c) An institutional practitioner may
administer or dispense directly (but
not prescribe) a controlled substance
listed in Schedule III, IV, or V only
pursuant to a written prescription
signed by an individual practitioner, or
pursuant to a facsimile of a written
prescription or order for medication
transmitted by the practitioner or the
practitioner’s agent to the institu-
tional practitioner-pharmacist, or pur-
suant to an oral prescription made by
an individual practitioner and prompt-
ly reduced to writing by the phar-
macist (containing all information re-
quired in Section 1306.05 except for the
signature of the individual practi-
tioner), or pursuant to an order for
medication made by an individual
practitioner which is dispensed for im-
mediate administration to the ulti-
mate user, subject to §1306.07.

[62 FR 13965, Mar. 24, 1997]

EFFECTIVE DATE NOTE: At 75 FR 16308, Mar.
31,2010, §1306.21 was amended by revising
paragraphs (a) and (c), effective June 1, 2010.
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For the convenience of the user, the revised
text is set forth as follows:

§1306.21 Requirement of prescription.

(a) A pharmacist may dispense directly a
controlled substance listed in Schedule III,
IV, or V that is a prescription drug as deter-
mined under section 503(b) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
3563(b)) only pursuant to either a paper pre-
scription signed by a practitioner, a fac-
simile of a signed paper prescription trans-
mitted by the practitioner or the practi-
tioner’s agent to the pharmacy, an elec-
tronic prescription that meets the require-
ments of this part and part 1311 of this chap-
ter, or an oral prescription made by an indi-
vidual practitioner and promptly reduced to
writing by the pharmacist containing all in-
formation required in §1306.05, except for the
signature of the practitioner.

* * * * *

(c) An institutional practitioner may ad-
minister or dispense directly (but not pre-
scribe) a controlled substance listed in
Schedule III, IV, or V only pursuant to a
paper prescription signed by an individual
practitioner, a facsimile of a paper prescrip-
tion or order for medication transmitted by
the practitioner or the practitioner’s agent
to the institutional practitioner-pharmacist,
an electronic prescription that meets the re-
quirements of this part and part 1311 of this
chapter, or an oral prescription made by an
individual practitioner and promptly re-
duced to writing by the pharmacist (con-
taining all information required in §1306.05
except for the signature of the individual
practitioner), or pursuant to an order for
medication made by an individual practi-
tioner that is dispensed for immediate ad-
ministration to the ultimate user, subject to
§1306.07.

§1306.22 Refilling of prescriptions.

(a) No prescription for a controlled
substance listed in Schedule III or IV
shall be filled or refilled more than six
months after the date on which such
prescription was issued and no such
prescription authorized to be refilled
may be refilled more than five times.
Each refilling of a prescription shall be
entered on the back of the prescription
or on another appropriate document. If
entered on another document, such as
a medication record, the document
must be uniformly maintained and
readily retrievable. The following in-
formation must be retrievable by the
prescription number consisting of the
name and dosage form of the controlled
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substance, the date filled or refilled,
the quantity dispensed, initials of the
dispensing pharmacist for each refill,
and the total number of refills for that
prescription. If the pharmacist merely
initials and dates the back of the pre-
scription it shall be deemed that the
full face amount of the prescription has
been dispensed. The prescribing practi-
tioner may authorize additional refills
of Schedule III or IV controlled sub-
stances on the original prescription
through an oral refill authorization
transmitted to the pharmacist pro-
vided the following conditions are met:

(1) The total quantity authorized, in-
cluding the amount of the original pre-
scription, does not exceed five refills
nor extend beyond six months from the
date of issue of the original prescrip-
tion.

(2) The pharmacist obtaining the oral
authorization records on the reverse of
the original prescription the date,
quantity of refill, number of additional
refills authorized, and initials the pre-
scription showing who received the au-
thorization from the prescribing prac-
titioner who issued the original pre-
scription.

(3) The quantity of each additional
refill authorized is equal to or less than
the quantity authorized for the initial
filling of the original prescription.

(4) The prescribing practitioner must
execute a new and separate prescrip-
tion for any additional quantities be-
yond the five refill, six-month limita-
tion.

(b) As an alternative to the proce-
dures provided by subsection (a), an
automated data processing system may
be used for the storage and retrieval of
refill information for prescription or-
ders for controlled substances in
Schedule IIT and IV, subject to the fol-
lowing conditions:

(1) Any such proposed computerized
system must provide on-line retrieval
(via CRT display or hard-copy print-
out) of original prescription order in-
formation for those prescription orders
which are currently authorized for re-
filling. This shall include, but is not
limited to, data such as the original
prescription number, date of issuance
of the original prescription order by
the practitioner, full name and address
of the patient, name, address, and DEA
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