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writing by the pharmacist (containing
all information required in §1306.05 ex-
cept for the signature of the individual
practitioner), or pursuant to an order
for medication made by an individual
practitioner that is dispensed for im-
mediate administration to the ulti-
mate user, subject to §1306.07.

[62 FR 13965, Mar. 24, 1997, as amended at 75
FR 16308, Mar. 31, 2010]

§1306.22 Refilling of prescriptions.

(a) No prescription for a controlled
substance listed in Schedule IIT or IV
shall be filled or refilled more than six
months after the date on which such
prescription was issued. No prescrip-
tion for a controlled substance listed in
Schedule IITI or IV authorized to be re-
filled may be refilled more than five
times.

(b) Each refilling of a prescription
shall be entered on the back of the pre-
scription or on another appropriate
document or electronic prescription
record. If entered on another docu-
ment, such as a medication record, or
electronic prescription record, the doc-
ument or record must be uniformly
maintained and readily retrievable.

(c) The following information must
be retrievable by the prescription num-
ber:

(1) The name and dosage form of the
controlled substance.

(2) The date filled or refilled.

(3) The quantity dispensed.

(4) The initials of the dispensing
pharmacist for each refill.

(5) The total number of refills for
that prescription.

(d) If the pharmacist merely initials
and dates the back of the prescription
or annotates the electronic prescrip-
tion record, it shall be deemed that the
full face amount of the prescription has
been dispensed.

(e) The prescribing practitioner may
authorize additional refills of Schedule
IIT or IV controlled substances on the
original prescription through an oral
refill authorization transmitted to the
pharmacist provided the following con-
ditions 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
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date of issue of the original prescrip-
tion.

(2) The pharmacist obtaining the oral
authorization records on the reverse of
the original paper prescription or anno-
tates the electronic prescription record
with the date, quantity of refill, num-
ber of additional refills authorized, and
initials the paper prescription or anno-
tates the electronic prescription record
showing who received the authoriza-
tion from the prescribing practitioner
who issued the original prescription.

(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.

(f) As an alternative to the proce-
dures provided by paragraphs (a)
through (e) of this section, a computer
application may be used for the storage
and retrieval of refill information for
original paper prescription orders for
controlled substances in Schedule III
and IV, subject to the following condi-
tions:

(1) Any such proposed computerized
application must provide online re-
trieval (via computer monitor or hard-
copy printout) of original prescription
order information for those prescrip-
tion orders that are currently author-
ized for refilling. 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, ad-
dress, and DEA registration number of
the practitioner; and the name,
strength, dosage form, quantity of the
controlled substance prescribed (and
quantity dispensed if different from the
quantity prescribed), and the total
number of refills authorized by the pre-
scribing practitioner.

(2) Any such proposed computerized
application must also provide online
retrieval (via computer monitor or
hard-copy printout) of the current re-
fill history for Schedule III or IV con-
trolled substance prescription orders
(those authorized for refill during the
past six months). This refill history
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shall include, but is not limited to, the
name of the controlled substance, the
date of refill, the quantity dispensed,
the identification code, or name or ini-
tials of the dispensing pharmacist for
each refill and the total number of re-
fills dispensed to date for that prescrip-
tion order.

(3) Documentation of the fact that
the refill information entered into the
computer each time a pharmacist re-
fills an original paper, fax, or oral pre-
scription order for a Schedule IITI or IV
controlled substance is correct must be
provided by the individual pharmacist
who makes use of such an application.
If such an application provides a hard-
copy printout of each day’s controlled
substance prescription order vrefill
data, that printout shall be verified,
dated, and signed by the individual
pharmacist who refilled such a pre-
scription order. The individual phar-
macist must verify that the data indi-
cated are correct and then sign this
document in the same manner as he
would sign a check or legal document
(e.g., J.H. Smith, or John H. Smith).
This document shall be maintained in a
separate file at that pharmacy for a pe-
riod of two years from the dispensing
date. This printout of the day’s con-
trolled substance prescription order re-
fill data must be provided to each phar-
macy using such a computerized appli-
cation within 72 hours of the date on
which the refill was dispensed. It must
be verified and signed by each phar-
macist who is involved with such dis-
pensing. In lieu of such a printout, the
pharmacy shall maintain a bound log
book, or separate file, in which each in-
dividual pharmacist involved in such
dispensing shall sign a statement (in
the manner previously described) each
day, attesting to the fact that the refill
information entered into the computer
that day has been reviewed by him and
is correct as shown. Such a book or file
must be maintained at the pharmacy
employing such an application for a pe-
riod of two years after the date of dis-
pensing the appropriately authorized
refill.

(4) Any such computerized applica-
tion shall have the capability of pro-
ducing a printout of any refill data
that the user pharmacy is responsible
for maintaining under the Act and its
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implementing regulations. For exam-
ple, this would include a refill-by-refill
audit trail for any specified strength
and dosage form of any controlled sub-
stance (by either brand or generic
name or both). Such a printout must
include name of the prescribing practi-
tioner, name and address of the pa-
tient, quantity dispensed on each refill,
date of dispensing for each refill, name
or identification code of the dispensing
pharmacist, and the number of the
original prescription order. In any
computerized application employed by
a user pharmacy the central record-
keeping location must be capable of
sending the printout to the pharmacy
within 48 hours, and if a DEA Special
Agent or Diversion Investigator re-
quests a copy of such printout from the
user pharmacy, it must, if requested to
do so by the Agent or Investigator,
verify the printout transmittal capa-
bility of its application by documenta-
tion (e.g., postmark).

(5) In the event that a pharmacy
which employs such a computerized ap-
plication experiences system down-
time, the pharmacy must have an aux-
iliary procedure which will be used for
documentation of refills of Schedule III
and IV controlled substance prescrip-
tion orders. This auxiliary procedure
must ensure that refills are authorized
by the original prescription order, that
the maximum number of refills has not
been exceeded, and that all of the ap-
propriate data are retained for online
data entry as soon as the computer sys-
tem is available for use again.

(g) When filing refill information for
original paper, fax, or oral prescription
orders for Schedule III or IV controlled
substances, a pharmacy may use only
one of the two applications described in
paragraphs (a) through (e) or (f) of this
section.

(h) When filing refill information for
electronic prescriptions, a pharmacy
must use an application that meets the
requirements of part 1311 of this chap-
ter.

[75 FR 16308, Mar. 31, 2010]

§1306.23 Partial filling of prescrip-
tions.

The partial filling of a prescription
for a controlled substance listed in
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