ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS

R4-23-609. Pharmacy Area of Community Pharmacy

A

Minimum area of community pharmacy. The minimum area of a community pharmacy, the
actual area primarily devoted to stocking drugs restricted to pharmacists, and to the
compounding and dispensing of prescription medication, exclusive of office area or other
support function area, shall not be less than 300 square feet. A maximum of three pharmacy
personnel may practice or work simultaneously in the minimum area. The pharmacy
permittee shall provide an additional 60 square feet of floor area for each additional
pharmacist, graduate intern, pharmacy intern, pharmacy technician, pharmacy technician
trainee, or support personnel who may practice or work simultaneously. All of the allotted
square footage area, including adequate shelving, shall lend itself to efficient
pharmaceutical practice and permit free movement and visual surveillance of personnel by
the pharmacist.

Compounding and dispensing counter. On or after January 6, 2004, a pharmacy permit
applicant or remodel or relocation applicant shall provide a compounding and dispensing
counter that provides a minimum of three square feet of pharmacy counter working area of
not less than 16 inches in depth and 24 inches in length for the practice of one pharmacist,
graduate intern, pharmacy intern, pharmacy technician, or pharmacy technician trainee. For
each additional pharmacist, graduate intern, pharmacy intern, pharmacy technician, or
pharmacy technician trainee practicing simultaneously, there shall be an additional three
square feet of pharmacy counter working area of not less than 16 inches in depth and 24
inches in length. The Board shall determine a pharmacy's total required compounding and
dispensing counter area by multiplying the maximum number of personnel allowed in the
pharmacy area using the requirements specified in subsection (A) by three square feet per
person. A pharmacy permittee or pharmacist-in-charge may operate the pharmacy with a
total pharmacy counter working area specified in subsection (A) that is equal to the actual
maximum number of pharmacists, graduate interns, pharmacy interns, pharmacy
technicians, and pharmacy technician trainees, working simultaneously in the pharmacy
area times three square feet per person.

Working area for compounding and dispensing counter. The aisle floor area used by the
pharmacist, graduate intern, pharmacy intern, pharmacy technician, or pharmacy technician
trainee at the compounding and dispensing counter shall extend the full length of the
counter and be clear and continuous for a minimum of 36 inches from any counter, fixture,
or structure.

Area for patient counseling. On or after April 1, 1995, a pharmacy permit applicant or
remodel or relocation applicant shall provide a separate and distinct patient counseling area
that provides patient privacy. This subsection does not apply to a pharmacy exempt from
the requirements of R4-23-402(B).

Narcotic cabinet or safe. To prevent diversion, narcotics and other controlled substances
may be:

1.  Kept in a separate locked cabinet or safe, or

2.  Dispersed throughout the pharmacy's prescription-only drug stock.

Building security standard of community pharmacy area.

The pharmacy area shall be enclosed by a permanent barrier or partition from floor or
counter to structural ceiling or roof, with entry doors that can be securely locked. The



barrier shall be designed so that only a pharmacist can access the area where prescription-

only drugs, narcotics, and other controlled substances are stored, compounded and

dispensed. The permanent barrier may be constructed of other than a solid material. If
constructed of a material other than a solid, the openings or interstices of the material shall
not be large enough to permit removal of items in the pharmacy area through the barrier.

Any material used in the construction of the permanent barrier must be of sufficient

strength and thickness that it cannot be readily or easily removed, penetrated, or bent. The

pharmacy permittee shall submit plans and specifications of the permanent barrier to the

Board for approval.

Drug storage and security.

1.  The pharmacy permittee shall ensure that drugs and devices are stored in a dry, well-
lit, ventilated, and clean and orderly area. The pharmacy permittee shall maintain the
drug storage area at temperatures that ensure the integrity of the drugs before
dispensing as stated in the official compendium defined in A.R.S. 8§ 32-1901(52} 32-
1901(55) or the manufacturer's or distributor's labeling.

2. If the pharmacy permittee needs additional storage area for drugs that are restricted to
sale by a pharmacist, the pharmacy permittee shall ensure that the area is contained
by a permanent barrier from floor or counter to structural ceiling or roof. The
pharmacy permittee shall lock all doors and gates to the drug storage area. Only a
pharmacist with a key is permitted to enter the storage area, except in an extreme
emergency.

A pharmacy permittee or pharmacist-in-charge shall ensure that the pharmacy working

counter area is protected from unauthorized access while the pharmacy is open for business

by a barrier not less than 66 inches in height or another method approved by the Board or
its designee.

R4-23-621. Shared Services

A

B.

Before participating in shared services, a pharmacy shall have either a current resident or
non-resident pharmacy permit issued by the Board.
A pharmacy may provide or utilize shared services functions only if the pharmacies
involved:
1.  Have the same owners, or
2. Have a written contract or agreement that outlines the services provided and the
shared responsibilities of each party in complying with federal and state pharmacy
statutes and rules:, and
3. Share a common electronic file or technology that allows access to information
necessary or required to perform shared services in conformance with the pharmacy
act and the Board's rules.
Notifications to patients.
1.  Before using shared services provided by another pharmacy, a pharmacy permittee
shall:
a.  Notify patients that their orders may be processed or filled by another
pharmacy; and
b.  Provide the name of that pharmacy or, if the pharmacy is part of a network of
pharmacies under common ownership and any of the network pharmacies may
process or fill the order, notify the patient of this fact. The notification may be
provided through a one-time written notice to the patient or through use of a



sign in the pharmacy.

If an order is delivered directly to the patient by a filling pharmacy and not returned

to the requesting pharmacy, the filling pharmacy permittee shall ensure that the

following is placed on the prescription container or on a separate sheet delivered with

the prescription container:

a. The local, and if applicable, the toll-free telephone number of the filling
pharmacy utilizing shared services that has access to the patient's records; and

b. A statement that conveys to the patient or patient's care-giver the following
information: "Written information about this prescription has been provided for
you. Please read this information before you take the medication. If you have
questions concerning this prescription, a pharmacist is available during normal
business hours to answer these questions at (insert the filling-pharmaey's local
and toll-free telephone numbers of the pharmacy utilizing shared services that
has access to the patient's records)."

The provisions of subsection (C) do not apply to orders delivered to patients in

facilities where a licensed health care professional is responsible for administering the

prescription medication to the patient.

D. A pharmacy permittee engaged in shared services shall:

1.

5.

6.

Maintain manual or electronic records that identify, individually for each order
processed, the name, initials, or identification code of each pharmacist, graduate
intern, pharmacy intern, pharmacy technician, and pharmacy technician trainee who
took part in the order interpretation, order entry verification, drug utilization review,
drug compatibility and drug allergy review, final order verification, therapeutic
intervention, or refill authorization functions performed at that pharmacy;

Maintain manual or electronic records that identify, individually for each order filled
or dispensed, the name, initials, or identification code of each pharmacist, graduate
intern, pharmacy intern, pharmacy technician, and pharmacy technician trainee who
took part in the filling, dispensing, and counseling functions performed at that
pharmacy;

Report to the Board as soon as practical the results of any disciplinary action taken by
another state's pharmacy regulatory agency involving shared services;

Maintain a mechanism for tracking the order during each step of the processing and
filling procedures performed at the pharmacy;

Provide for adequate security to protect the confidentiality and integrity of patient
information; and

Provide for inspection of any required record or information within 72 hours of any
request by the Board or its designee.

E. Each pharmacy permittee that provides or utilizes shared services shall develop,
implement, review, revise, and comply with joint policies and procedures for shared
services in the manner described in R4-23-610(A)(2). Each pharmacy permittee is required
to maintain only those portions of the joint policies and procedures that relate to that
pharmacy's operations. The policies and procedures shall:

1.
2.

3.

Outline the responsibilities of each of the pharmacies;

Include a list of the name, address, telephone numbers, and all license and permit
numbers of the pharmacies involved in shared services; and

Include policies and procedures for:



a.  Notifying patients that their orders may be processed or filled by another
pharmacy and providing the name of that pharmacy;

b.  Protecting the confidentiality and integrity of patient information;

c.  Dispensing orders when the filled order is not received or the patient comes in
before the order is received,

d.  Maintaining required manual or electronic records to identify the name, initials,
or identification code and specific activity or activities of each pharmacist,
graduate intern, pharmacy intern, pharmacy technician, or pharmacy technician
trainee who performed any shared services;

e.  Complying with federal and state laws; and

f.  Operating a continuous quality improvement program for shared services,
designed to objectively and systematically monitor and evaluate the quality and
appropriateness of patient care, pursue opportunities to improve patient care,
and resolve identified problems.

F.  Nothing in this Section shall prohibit an individual pharmacist licensed in Arizona, who is
an employee of or under contract with a pharmacy, or an Arizona-licensed graduate intern,
pharmacy intern, pharmacy technician, or pharmacy technician trainee, working under the
supervision of the pharmacist, from accessing that pharmacy's electronic database from
inside or outside the pharmacy and performing the order processing functions permitted by
the pharmacy act, if both of the following conditions are met:

1.

2.

The pharmacy establishes controls to protect the confidentiality and integrity of
patient information; and

None of the database is duplicated, downloaded, or removed from the pharmacy's
electronic database.

R4-23-692. Compressed Medical Gas Distributor
A. Permit:

1.

A person shall not manufacture, process, transfill, package, or label a compressed
medical gas before a compressed medical gas distributor permit is issued by the
Board or its designee following a satisfactory final inspection by a Board compliance
officer.
Before operating as a compressed medical gas distributor, a person shall register with
the FDA as a medical gas manufacturer and comply with the drug listing
requirements of the federal act.
To obtain a compressed medical gas distributor permit a person shall submit a
completed application, on a form furnished by the Board, to the Board's office.
A compressed medical gas distributor permittee shall distribute a compressed medical
gas only:
a.  Pursuant to a compressed medical gas order; and
b.  If the compressed medical gas is listed on the distributor's permit application.
To receive approval to distribute an additional compressed medical gas, the
permittee shall request that the permit application be amended.
I The permittee shall send a written request to amend the permit application
to the Board office.
ii.  The request shall include documentation that the FDA has approved
manufacture of the additional compressed medical gas not listed on the
original permit application.



ii. If a request to amend an original permit application includes the
documentation referenced in subsection (A)(4)(b)(ii) and if the Board or
its designee determines that the amendment is in the interest of public
health and safety, the Board or its designee shall approve the request to
amend within 30 days of receipt.

5. A compressed medical gas distributor permit is subject to denial, suspension, or
revocation under A-R-S-§-32-1932 A.R.S. § 32-1927.02.

Current Good Manufacturing Practice: A compressed medical gas distributor permittee

shall comply with the current good manufacturing practice requirements of 21 CFR 210

through 211, published Apri—1-1996 April 1, 2011, (and no future amendments or

editions), incorporated by reference and on file with the Board and-the—office—ofthe

Secretary-of State.

Records: A compressed medical gas distributor permittee shall establish and implement

written procedures for maintaining records pertaining to production, transfilling, process

control, labeling, packaging, quality control, distribution, complaints, and any information
required by federal or state law.

1. A permittee shall retain the records required by this Article and 21 CFR 210 through
211 for at least two years after distribution of the compressed medical gas or one year
after the expiration date of the compressed medical gas, whichever is longer.

2. A permittee shall make the records required by this Article and 21 CFR 210 through
211 available within 48 hours for review by the Board, its compliance officers, or the
FDA.

Inspections: A permittee shall make the compressed medical gas distributor's facility

available for inspection by the Board or its compliance officers under A.R.S. § 32-1904.




