Drug Enforcement Administration, Justice
regulations as well as any additional
requirements under state law.
(2) Nothing in this paragraph (b)
shall be construed as mandating or encouraging individual practitioners to
issue multiple prescriptions or to see
their patients only once every 90 days
when prescribing Schedule II controlled substances. Rather, individual
practitioners must determine on their
own, based on sound medical judgment,
and in accordance with established
medical standards, whether it is appropriate to issue multiple prescriptions
and how often to see their patients
when doing so.

that is partially filled and does not
contain the notation ‘‘terminally ill’’
or ‘‘LTCF patient’’ shall be deemed to
have been filled in violation of the Act.
For each partial filling, the dispensing
pharmacist shall record on the back of
the prescription (or on another appropriate record, uniformly maintained,
and readily retrievable) the date of the
partial filling, quantity dispensed, remaining quantity authorized to be dispensed, and the identification of the
dispensing pharmacist. The total quantity of Schedule II controlled substances dispensed in all partial fillings
must not exceed the total quantity prescribed. Schedule II prescriptions for
patients in a LTCF or patients with a
medical diagnosis documenting a terminal illness shall be valid for a period
not to exceed 60 days from the issue
date unless sooner terminated by the
discontinuance of medication.
(c) Information pertaining to current
Schedule II prescriptions for patients
in a LTCF or for patients with a medical diagnosis documenting a terminal
illness may be maintained in a computerized system if this system has the capability to permit:
(1) Output (display or printout) of the
original prescription number, date of
issue, identification of prescribing individual practitioner, identification of
patient, address of the LTCF or address
of the hospital or residence of the patient, identification of medication authorized (to include dosage, form,
strength and quantity), listing of the
partial fillings that have been dispensed under each prescription and the
information required in § 1306.13(b).
(2) Immediate (real time) updating of
the prescription record each time a
partial filling of the prescription is
conducted.
(3) Retrieval of partially filled Schedule II prescription information is the
same as required by § 1306.22(b) (4) and
(5) for Schedule III and IV prescription
refill information.

[72 FR 64929, Nov. 19, 2007]
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§ 1306.13

§ 1306.13 Partial filling of prescriptions.
(a) The partial filling of a prescription for a controlled substance listed in
Schedule II is permissible, if the pharmacist is unable to supply the full
quantity called for in a written or
emergency oral prescription and he
makes a notation of the quantity supplied on the face of the written prescription (or written record of the
emergency oral prescription). The remaining portion of the prescription
may be filled within 72 hours of the
first partial filling; however, if the remaining portion is not or cannot be
filled within the 72-hour period, the
pharmacist shall so notify the prescribing individual practitioner. No
further quantity may be supplied beyond 72 hours without a new prescription.
(b) A prescription for a Schedule II
controlled substance written for a patient in a Long Term Care Facility
(LTCF) or for a patient with a medical
diagnosis documenting a terminal illness may be filled in partial quantities
to include individual dosage units. If
there is any question whether a patient
may be classified as having a terminal
illness, the pharmacist must contact
the practitioner prior to partially filling the prescription. Both the pharmacist and the prescribing practitioner
have a corresponding responsibility to
assure that the controlled substance is
for a terminally ill patient. The pharmacist must record on the prescription
whether the patient is ‘‘terminally ill’’
or an ‘‘LTCF patient.’’ A prescription

(Authority: 21 U.S.C. 801, et seq.)
[36 FR 7799, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 45
FR 54330, July 15, 1980; 56 FR 25027, June 3,
1991; 62 FR 13965, Mar. 24, 1997]
EFFECTIVE DATE NOTE: At 75 FR 16308, Mar.
31, 2010, § 1306.13 was amended by revising
paragraph (a), effective June 1, 2010. For the
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§ 1306.14

21 CFR Ch. II (4–1–10 Edition)

convenience of the user, the revised text is
set forth as follows:
§ 1306.13

the ultimate user prior to the administration;
(3) The institution maintains appropriate safeguards and records regarding
the proper administration, control, dispensing, and storage of the controlled
substance listed in Schedule II; and
(4) The system employed by the pharmacist in filling a prescription is adequate to identify the supplier, the
product, and the patient, and to set
forth the directions for use and cautionary statements, if any, contained
in the prescription or required by law.
(d) All written prescriptions and
written records of emergency oral prescriptions shall be kept in accordance
with requirements of § 1304.04(h) of this
chapter.
(e) Where a prescription that has
been prepared in accordance with section 1306.12(b) contains instructions
from the prescribing practitioner indicating that the prescription shall not
be filled until a certain date, no pharmacist may fill the prescription before
that date.

Partial filling of prescriptions.

(a) The partial filling of a prescription for
a controlled substance listed in Schedule II
is permissible if the pharmacist is unable to
supply the full quantity called for in a written or emergency oral prescription and he
makes a notation of the quantity supplied on
the face of the written prescription, written
record of the emergency oral prescription, or
in the electronic prescription record. The remaining portion of the prescription may be
filled within 72 hours of the first partial filling; however, if the remaining portion is not
or cannot be filled within the 72-hour period,
the pharmacist shall notify the prescribing
individual practitioner. No further quantity
may be supplied beyond 72 hours without a
new prescription.

*

*

*

*

*
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§ 1306.14 Labeling of substances and
filling of prescriptions.
(a) The pharmacist filling a written
or emergency oral prescription for a
controlled substance listed in Schedule
II shall affix to the package a label
showing date of filling, the pharmacy
name and address, the serial number of
the prescription, the name of the patient, the name of the prescribing practitioner, and directions for use and
cautionary statements, if any, contained in such prescription or required
by law.
(b) If the prescription is filled at a
central fill pharmacy, the central fill
pharmacy shall affix to the package a
label showing the retail pharmacy
name and address and a unique identifier, (i.e. the central fill pharmacy’s
DEA registration number) indicating
that the prescription was filled at the
central fill pharmacy, in addition to
the information required under paragraph (a) of this section.
(c) The requirements of paragraph (a)
of this section do not apply when a
controlled substance listed in Schedule
II is prescribed for administration to
an ultimate user who is institutionalized: Provided, That:
(1) Not more than 7-day supply of the
controlled substance listed in Schedule
II is dispensed at one time;
(2) The controlled substance listed in
Schedule II is not in the possession of

[36 FR 13368, July 21, 1971, as amended at 37
FR 15921, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973, as amended at 62 FR
13965, Mar. 24, 1997; 68 FR 37410, June 24, 2003;
72 FR 64930, Nov. 19, 2007]

§ 1306.15 Provision of prescription information between retail pharmacies and central fill pharmacies
for prescriptions of Schedule II controlled substances.
Prescription information may be provided to an authorized central fill pharmacy by a retail pharmacy for dispensing purposes. The following requirements shall also apply:
(a) Prescriptions for controlled substances listed in Schedule II may be
transmitted electronically from a retail pharmacy to a central fill pharmacy including via facsimile. The retail pharmacy transmitting the prescription information must:
(1) Write the word ‘‘CENTRAL FILL’’
on the face of the original prescription
and record the name, address, and DEA
registration number of the central fill
pharmacy to which the prescription
has been transmitted and, the name of
the retail pharmacy pharmacist transmitting the prescription, and the date
of transmittal;
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