AMB Requesting Comments on Rules:

Article 3 Dispensing of Drugs

The Arizona Medical Board (AMB) is accepting
comments on the rules in Article 3, related to
Dispensing of Drugs.

Please email communications@azmd.gov with
your comments.

DEADLINE FOR COMMENT SUBMISSION IS:
MARCH 15, 2021

A current version of the rules is attached or at the
Secretary of State’s website, azsos.gov



mailto:communications@azmd.gov
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CHAPTER 16. ARIZONA MEDICAL BOARD

ARTICLE 3. DISPENSING OF DRUGS

6-301. Registration and Renewal

A physician who wishes to dispense a controlled substance as
defined in A.R.S. § 32-1901(12). a prescription-only drug as
defined in A.R.S. § 32-1901(65), or a prescription-only device
as defined in A.R.S. § 32-1901(64) shall be currently licensed
to practice medicine in Arizona and shall provide to the Board
the following:

1. A completed registration form that includes the following

information:
a.  The physician’s name. license number, and ficld of
practice;

b. A list of the types of drugs and devices the physician
will dispense; and
¢. The location or locations where the physician will
dispense a controlied substance. a prescription-only
drug, or a prescription-only device.
A copy of the physician’s current Drug Enforcement
Administration Certificate of Registration for each dis-
pensing location from which the physician will dispense a
controlled substance.
3. The feesrequired in A.R.S. § 32-1436.
A physician shall renew a registration to dispense a controlled
substance. a prescription-only drug, or a prescription-oniy
device by complying with the requirements in subsection (A)
on or before June 30 of each year. If a physician has made
timely and complete application for the renewal of a registra-
tion. the physician may continue to dispense until the Board
approves or denies the renewal application.
If the completed annual renewal form. all required documenta-
tion. and the fee are not received in the Board's office on or
before June 30. the physician shall not dispense any controlled
substances, prescription-only drugs. or prescription-only
devices until re-registered. The physician shall re-register by
filing for initial registration under subsection (A) and shall not
dispense a controlled substance. a prescription-only drug, or a
prescription-only device until receipt of the re-registration.
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A,

Historical Note
New Section adopted by final rulemaking at 6 A.A.R.
751. effective February 2, 2000 (Supp. 00-1). Former
Section R4-16-301 recodified to R4-16-401; New Section
R4-16-301 recodified from R4-16-201 at 11 A.A.R.
1283. effective March 25, 2005 (Supp. 05-1).

Packaging and Inventory; Exception
A physician shall dispense all controlled substances and pre-
scription-only drugs in prepackaged containers or in light-
resistant containers with consumer safety caps, that comply
with standards specified in the official compendium as defined
in A.R.S. § 32-1901(49) and state and federal law, unless a
patient or a patient’s representative requests a non-safety cap.
All controlled substances and prescription-only drugs dis-
pensed shall be labeled with the following information:
1. The physician’s name, address. and telephone number;
2. The date the controlled substance and prescription-only
drug is dispensed:
The patient’s name:
The controlled substance and prescription-only drug
name, strength, and dosage, form, name of manufacturer.
the quantity dispensed. directions for use, and any cau-
tionary statement necessary for the safe and effective use
of the controlled substance and prescription-only drug:
and
5. A beyond-use-date not to exceed one year from the date
of dispensing or the manufacturer’s expiration date if less
than one year.
A physician shall secure all controlled substances in a locked
cabinet or room and shall control access to the cabinet or room
by a written procedure that includes. at a minimum, designa-
tion of' the persons who have access to the cabinet or room and
procedures for recording requests for aceess to the cabinet or
room. This written procedure shall be made available on
demand to the Board or its authorized representatives for
inspection or copying. Prescription-only drugs shall be stored
50 as not to be accessible to patients.
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D. Controiled substances and prescription-only drugs not requir- Historical Note

ing refrigeration shall be maintained in an area where the tem-
perature does not exceed 85° F.

New Section adopted by final rulemaking at 6 A AR,
751, effective February 2. 2000 (Supp. 00-1). Amended

E. A physician shall maintain an ongoing dispensing log for all by final rulemaking at 6 A.A.R. 4585, effective Novem-
controlled substances and the prescription-only drug nalbu- ber 4. 2000 (Supp. 00-4). Former Section R4-16-303
phine hydrochloride (Nubain) dispensed by the physician. The recodified to R4-16-403; New Section R4-16-303 recod-
dispensing log shall include the following: ifed from R4-16-203 at 11 A.A.R. 1283, effective March

A separate inventory sheet for each controlied substance 25, 2005 (Supp. 05-1).
and prescription-only drug; . .
2 The rc)late thz drug isziispei’sed' R4-16-304.  Recordkeeping and Reporting Shortages
3. The patient’s name; ! A. A physician who dispenses a controlled substance or prescrip-
a. | > . .. P .
4. The dosage, controlled substance and prescription-only non-only_ drug shall cnsure that an m::gmal prescription dis-
drug name. strength, dosage, form, and name of the man- pensed from the physician’s office is dated, consecutively
ufacturer: ’ : : : numbered in the order in which it is originally dispensed, and
5. The numiacr of dosage units dispensed: filed separately from patient medical records. A physician
6 ’ A running total of cach controlled substance and preserip- shall ensure that an original prescription be maintained in three
tion-only drug dispensed; and icpar;m; h‘;”? ‘ﬁ f:ollo.wis]: 4 sub )
7. The signature of the physician written next to each entry. 5 Sc]u-’ d“lc lll“;l\]/“o gvs‘f S:mlﬁc‘z bstances: and

F. A physician may use a computer to maintain the dispensing ; i)c ‘f:‘ we B ]‘,ag controlicd substances: an
log required in subscction (E) if the log is quickly accessible 4. Prescription-only drugs. ) .
through either on-screen viewing or printing of a copy. B. A phys'lcum shail ensure that purchase orders and invoices are

G. This Section does not apply to a prepackaged manufacturer maintained for all controlled substances and prescription-only
sample of a controlled substance and prescription-only drug, drugs dispensed for profit and not f'qr pr'oht for three years
unless otherwise provided by federal law. < from the date of the purchase order or invoice. Purchase orders

" ) and invoices shall be maintained in three separate files as fol-
Historical Note lows:
New Section adopted by final rulemaking at 6 A.A.R. I.  Schedule Il controlled substances only;
751. effective February 2, 2600 (Supp. 00-1). Former 2. Schedule 111, IV, and V controlled substances and nalbu-
Section R4-16-302 recodified to R4-16-402; New Section phine; and
R4-16-302 recodified from R4-16-202 at 11 A.A.R. 3. All other prescription-only drugs.

1283, effective March 25, 2005 (Supp. 05-1). C. A physician who discovers a thefl or loss of a controlled sub-
R4-16-303.  Prescribing and Dispensing Requirements Stance or a dz;n.ger’ous drug, as defined in A.R.S. § 13-3401.
A. A physician shall record on the patient’s medical record the I]rom l‘g‘;ﬂ‘;‘;ﬁ;{::ﬂ)ggﬁ‘ :;es:l(?clzl law enforcement agency.

name, strength. dosage, and form, of the controlled substance, ’ N ¥ v " gency.

. Do L N 2. Provide that agency with a written report, and

prescription-only drug. or prescription-only device dispensed, 3. Send a copy to the Drug Enforcement Administration and
the quantity or volume dispensed, the date the controlled sub- ’ the Bo ardp»i Aithin sev engdays of the discovery.
fitizg‘e:z’sf(‘l-est;gprﬂgggggll);e?;z%e otgrrdiss‘;‘e‘:ﬁ;:?g?;gycg;\t,:(‘i;:lc;j D. For purposes of this Section, controlled substances are identi-
substance, prescription-only drug, or prescription-only device, fied. defined, or listed in A.R.S. Title 36. Chapter 27.

and the number of refills authorized. Historical Note

B. Before dispensing a controlled substance. prescription-only New Section recodified from R4-16-204 at 11 A.AR.
drug, or prescription-only device to a patient, a physician shall 1283. effective March 25, 2005 (Supp. 05-1).
review the prepared controlled substance, prescription-only . . .
drug, or prescription-only device to ensure that: Rd-16-305. . Inspections: Demal'and Revocation
1. The container label and contents comply with the pre- A. A physician shall cooperate with and allow access to the phy-

scription, and - sician’s office and records for periodic inspection of dispens-
2 The pﬂtit;nl is informed of the name of the controlled sub- ing practices by the Board or its authorized representative.
stance, prescription-only drug, or prescription-only Failure to cooperate or allow access shall be grounds for revo-
;i evic o diréctions for use précauti ons. and storag'e cation of a physician’s registration 10 dispense a controlled
requir oments. ) ) . substance. prescription-only drug, or prescription-only device

C. A physician shall purchase all dispensed controlled sub- or d enial ofrencwal‘ofthc phy §icmn's dispens:mg rggistralioq.
stances. prescription-only drugs, or prescription-only devices B. l~4|lure .to comply wnh A'R'S_‘ § 32'.1 491 or .ﬂjls Al.'tlck‘ consti-
from a manufacturer or distributor approved by the United lples grounds for denial or revocation of dispensing registra-
States Food and Drug Administration. or a pharmacy holding a . hon. ] N L
current permit from the Arizona Board of Pharmacy. C. The Board shall revoke a ph}:sl_cmn s registration 10 dlsp.en‘sc a

D. The person who prepares a controlled substance, prescription- co:lll’rgllgfi‘ substance, prcscrlpt;o}rll-otp Il)l' dl;ug,' or prescription-
only drug. or prescription-only device for dispensing shall (Im" ge\:m‘e 3?0" OCC!'lrll;t?n(ie()‘ l.e :1) '(')wmg. R ling th
countersign and date the original prescription form for the con- ) Iu ”p"n mgl rext» “ng. sumencering, or canceling the
trolled substance, prescription-only drug. or prescription-only pusician s ieense, oo
device. 2. lﬁlgc‘mg the.physmlan s license on .mdf.tl\.'c status;

E. For purposes of this Article, “dispensing”™ means the delivery 3. H"lm.g 10 timely renew tt‘c ph}f“_c'a" § hce'nsc: or .
of a controlled substance, a prescription-only drug, or a pre- 4 Resmct}ng _the p'hyswl.an s ability to p_resgnbc or adl1nnx§-
scription-only device to a patient for use outside the physi- fer n’xcdlcauon, including loss or expiration ?rt'he physi-
cian’s office cian’s Drug Enforcement Administration Certificate of

) Registration.
D. 1f the Board denics a physician’s dispensing registration. the
physician may appeal the decision by filing a request, in writ-
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