Arizona Administrative Register
Notices of Proposed Rulemaking

NOTICES OF PROPOSED RULEMAKING

Unless exempted by A.R.S. 8 41-1005, each agency shall begin the rulemaking process by first submitting to the Sec-
retary of State’s Office a Notice of Rulemaking Docket Opening followed by a Notice of Proposed Rulemaking that
contains the preamble and the full text of the rules. The Secretary of State's Office publishes each Notice in the next
available issue of the Register according to the schedule of deadlines for Register publication. Under the Administra-
tive Procedure Act (A.R.S. § 41-1001 et seq.), an agency must allow at least 30 days to elapse after the publication of
the Notice of Proposed Rulemaking in the Register before beginning any proceedings for making, amending, or
repealing any rule. (A.R.S. 88 41-1013 and 41-1022)

NOTICE OF PROPOSED RULEMAKING

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

PREAMBLE
1. Sections Affected Rulemaking Action

R4-23-110 Amend
R4-23-651 Amend
R4-23-652 Amend
R4-23-653 Amend
R4-23-654 Amend
R4-23-655 Amend
R4-23-656 Amend
R4-23-657 Amend
R4-23-658 Amend
R4-23-659 Amend
R4-23-660 Amend
R4-23-661 Repeal

R4-23-662 Repeal

R4-23-663 Repeal

R4-23-664 Reped

2. The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):
Authorizing statutes: A.R.S. 88 32-1904(A)(1) and (2) and 32-1904(B)(3) and (5)

Implementing statutes: A.R.S. 88 32-1929, 32-1930, 32-1931, 32-1931, and 32-1934

|

A list of all previous noticesappearing in the Register addressing the proposed rule:
Notice of Rulemaking Docket Opening: 7 A.A.R. 2014, May 4, 2001

>

Thename and address of agency personnel with whom persons may communicate regarding therule:
Name: Dean Wright, Compliance Officer

Address: Board of Pharmacy
4425 W. Olive, Suite 140
Glendale, AZ 85302

Telephone: (623) 463-2727, ext. 131
Fax: (623) 934-0583
E-mail: rxcop@msn.com
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5. An explanation of therule, including the agency’s reasonsfor initiating therule:

[©

I~

|0

During the five-year rule review on September 9, 1997, the Board determined that the hospital pharmacy rulesin R4-
23-651 through R4-23-664 should be amended, including format, style, and grammar changes necessary to comply
with the current Administrative Procedure Act and to provide a clear, concise, and understandable document. At the
March 7, 2001 Board meeting, Board president Jerry Ritt appointed a subcommittee, chaired by Board member Bill
Jones, to review the hospital pharmacy rules. The committee included five actively-practicing hospital pharmacists,
Bill Jones, Linda McCoy, Larry Anderson, Larry Borggren, Michael Noel, the Board’'s Executive Director Llyn
Lloyd, and Board Compliance Officer Dean Wright. The hospital rules were last updated in February 1990. The sub-
committee was tasked to bring Arizona's hospital pharmacy rule language and concepts into the 21st century. The
subcommittee completed its task and presented the first draft proposed hospital pharmacy rules to the Board on
November 15, 2001.

The proposed rules amend the definition of “certified pharmacy technician” in R4-23-110 by adding language spe-
cific to hospital pharmacy. The proposed rules amend Sections R4-23-651 through R4-23-660 and repeal Sections
R4-23-661 through R4-23-664. Language deemed necessary from the repealed Sections is incorporated into the
amended Sections, where appropriate. The headings of R4-23-652, R4-23-653, R4-23-656, R4-23-659, and R4-23-
660 are amended to reflect the amended content. R4-23-653 is amended to mandate the use of certified pharmacy
techniciansin al hospitals, including a one-year grace period for non-certified pharmacy technicians to become certi-
fied. The minimum number of hours of pharmacy services provided by ahospital is changed to 40 hours per week for
all hospitals, except by specific permission of the Board. Previous rule allowed hospitals with one to 25 beds to pro-
vide a minimum of five hours per week of pharmacy services and 26 to 49 beds to provide a minimum of 20 hours per
week of pharmacy services with the specific permission of the Board. The hospital pharmacy policy and procedure
requirements are updated, and the technician policy and procedure requirements are expanded. In R4-23-654, the
term “remote drug storage area’ is used instead of “night cabinet.” In R4-23-655, the minimum area of a hospital
pharmacy is amended from 220 square feet to 500 square feet for any hospital pharmacy permit issued or hospital
pharmacy remodeled after January 31, 2003. R4-23-656 through R4-23-660 are amended to reflect current practice
standards regarding sanitation, equipment, security, drug distribution and control, drug administration, and investiga-
tional drug procedures.

The Board believes that approval of these rules will benefit the public health and safety by establishing clear and cur-
rent standards governing hospital pharmacy practice.

A reference to any study that the agency proposesto rely on in its evaluation of or justification for the rule and

where the public may obtain or review the study, all data underlying each study, any analysis of the study, and

other supporting material:

Not applicable

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:

Not applicable

Thepreiminary summary of the economic, small business, and consumer impact:

The proposed rules will impact the Board, pharmacists, technicians, and pharmacies. Most of the changes to the rule
have no economic impact, but rather provide more clear, concise, and understandable language. The proposed rules
include two changes that have possible economic impact on pharmacy technicians and hospital pharmacies: the
requirement that al hospital pharmacy technicians have a certification recognized by the Board and the increase of
the minimum hospital pharmacy area to 500 square feet.

The public, Board, pharmacists, technicians, and pharmacies benefit from rules that are clear, concise, understand-
able, and reflect current practice standards. A rule that reflects current practice standards is easier to enforce because
there are fewer gray areas that require subjective interpretation by compliance staff. The proposed rules will not have
an economic impact on the Board office.

The proposed rules will have ho economic impact on pharmacists.

The proposed rules will economically impact hospital pharmacy technicians who are not already certified. The rule
provides a one-year grace period in which a non-certified pharmacy technician may become certified. The minimum
cost of certification is the $120 fee to take the Board-recognized Pharmacy Technician Certification Board examina-
tion. Three books to help a pharmacy technician prepare for the examination through self-study are available for $85.
The Arizona Pharmacy Association provides a class to help pharmacy technicians prepare for the examination. The
cost of the class is $250 which includes a quick-study guide or $300 which includes the quick-study guide and two
other study books. The maximum cost of certification would be $420. Many of the pharmacies that employ pharmacy
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technicians are reimbursing the pharmacy technician for the cost of certification after the pharmacy technician passes
the certification examination. The majority of Arizona hospital pharmacies already use a large number of certified
pharmacy technicians and have been encouraging technician certification through various methods. Certified phar-
macy technicians benefit from a national certification that is portable throughout the country and an increase in sal-
ary.

The proposed increase in the minimum hospital pharmacy area may affect small and medium size hospitals. The pro-
posed rules allow the Board to grant a variation to the minimum area requirement for out-of-the-ordinary conditions.
The proposed minimum area requirement only affects new or remodeled hospital pharmacy permits issued after Jan-
uary 31, 2003. An existing hospital pharmacy with less than the proposed minimum pharmacy areais only affected
by the increased minimum area requirement if the pharmacy is remodeled or changes ownership. When aremodel of
the hospital pharmacy is desired, the hospital may reguest a variation from the minimum area requirements by show-
ing out-of-the-ordinary conditions. The cost to increase a hospital pharmacy area from 220 square feet to 500 square
feet could be severa thousand dollars. The Board does not believe an Arizona hospital pharmacy will be forced to
increase the minimum pharmacy area solely because of thisrule. The pharmacy area of the majority of Arizona hos-
pital pharmacies already exceeds 500 square feet.

9. The name and address of agency personnel with whom persons may communicate regarding the accuracy of the

economic, small business, and consumer impact statement:
Name: Dean Wright, Compliance Officer

Address: Board of Pharmacy
4425 W. Olive, Suite 140
Glendale, AZ 85302

Telephone: (623) 463-2727, ext. 131
Fax: (623) 934-0583
E-mail: rxcop@msn.com

10. The time, place, and nature of the proceedings for the adoption, amendment, or repeal of the rule or, if no
proceeding is scheduled, where, when, and how persons may request an oral proceeding on the proposed rule:
Comments may be written or presented orally. Written comments must be received by 5:00 p.m., Monday, July 29,
2002. An oral proceeding is scheduled for:

Date: July 29, 2002
Time: 10:00 am.
Location: Board of Pharmacy

4425 W. Olive, Suite 140
Glendale, AZ 85302

A person may request information about the oral proceeding by contacting the person listed above.

11. Any other mattersprescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules.
Not applicable

12. Incorporations by reference and their location in therules:
None

13. Thefull text of therulesfollows:
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TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY
ARTICLE 1. ADMINISTRATION

Section
R4-23-110. Definitions
ARTICLE 6. PERMITSAND DISTRIBUTION OF DRUGS
Section
R4-23-651. Definitions
R4-23-652. Appheation/Registration Hospital Pharmacy Permit
R4-23-653. Personnel: Professional;-Suppertive or Technician
R4-23-654. Absence of Pharmacist

R4-23-655. Physical Reguirements Facility

R4-23-656. OtherStandards Sanitation and Equipment

R4-23-657. Security

R4-23-658. Drug Distribution and Control

R4-23-659. Non-distributive Reles-of-the-Pharmaeist Administration of Drugs

R4-23-660. Adrministration-of Drugs Investigational Drugs
R4-23-661. Brugsfrom-Outside-Sodrees Repealed
R4-23-662. Quality-Assurance Repealed

R4-23-663. Havestigational-Brugs Repealed

R4-23-664. Haspections Repealed

ARTICLE 1. ADMINISTRATION

R4-23-110. Definitions
In addition to definitionsin A.R.S. § 32-1901, the following definitions apply to A.A.C. Title 4, Chapter 23:

“Activeingredient” No change

“Approved coursein pharmacy law” No change
“Approved Provider” No change

“ Authentication of product history” No change
“AZPLEX" No change

“Batch” No change

“Beyond-use date” No change

“Biological safety cabinet” No change

“Certified pharmacy technician” means:
an An individual who receives a passing grade on a certification examination for pharmacy technicians recognized by
the Arizona State Board of Pharmacy and meets the requirements of a pharmacy technician as defined in A.A.C. R4-
23-110; or
Anindividual employed in a hospital pharmacy who meets the requirements in R4-23-653(F)(1) and performs, under
the supervision of a pharmacist, activities related to the preparation, dispensing, or distribution of prescription medi-
cation consistent with the policies and procedures required in R4-23-653(G).

“Class 100 environment” No change
“Community pharmacy” No change

“Component” No change

“Computer system” No change

“Computer system audit” No change

“Container” No change

“Continuing education” No change

“Continuing education activity” No change
“Continuing education unit” or “CEU” No change
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“Contact hour” No change

“Correctional facility” No change

“CRT” No change

“Current good compounding practices’ No change
“Current good manufacturing practice” No change
“Cytotoxic” No change

“Day” No change

“DEA” No change

“Delinquent license” No change

“Dispensing pharmacist” No change

“Drug sample” No change

“Extreme emergency” No change

“FDA” No change

“Immediate notice” No change

“Inactive ingredient” No change

“Internal test assessment” No change
“Limited-service correctional pharmacy” No change
“Limited-service mail-order pharmacy” No change
“Limited-service nuclear pharmacy” No change
“Limited-service pharmacy permittee” No change
“Long-term care consultant pharmacist” No change
“Lot” No change

“Lot number” or “control number” No change
“Materials approval unit” No change

“Mediated instruction” No change

“MPJE” No change

“NABP’ No change

“NABPLEX” No change

“NAPLEX” No change

“Other designated personnel” No change
“Outpatient” No change

“Outpatient setting” No change

“Patient profile’ No change

“Pharmaceutical care” No change

“Pharmacy law continuing education” No change
“Pharmacy technician” No change

“Prepackaged drug” No change

“Provider pharmacist” No change
“Radiopharmaceutical” No change
“Radiopharmaceutical quality assurance” No change
“Radiopharmaceutical services’ No change

“Red C stamp” No change

“Remodel” No change

“Remote drug storage area” No change

“Resident” No change

“Responsible person” No change
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“Scoretransfer” No change
“Sight-readable” No change
“Single-drug audit” No change
“Single-drug usage report” No change
“Sterile pharmaceutical product” No change
“Strength” No change

“Supervision” No change

“Supplying” No change

“Support personnel” No change
“Transfill” No change

“Wholesale distribution” No change
“Wholesale distributor” No change

ARTICLE 6. PERMITSAND DISTRIBUTION OF DRUGS

R4-23-651. Definitions
The following definitions apply to A.A.C. R4-23-651 through R4-23-659:

“Administration” means the giving of a unit dose of medication to a patient as a result of an order of amedical practitio-
ner.

“Direct copy means an electronic, facsimile or carbonized copy

3l : interpreting,
eval uat| ng, and |mDIement| nga med|carnon order |ncI uding the preoaratlon for del |verv of a druq or device to a patient or

patient’s agent in a suitable container appropriately labeled for subsequent administration to, or use by, a patient (hereinaf-
ter referred to as “dispensing”).

“Drug distribution” means the delivery of drugs other than “administering” or “dispensing.”-

“Emergency medical situation” means a condition of emergency in which immediate drug therapy is required for the pres-
ervation of health, life, or limb of a person or persons.

“Floor stock” means a mintmam supply of essential drugs not labeled for a specific patient whieh-+s and maintained and
controlled by the pharmacy at a patient care area for the purpose of timely administration to a patient of the hospital.

“Formulary” means a continually revised compilation of pharmaceutical's (phus+mpertant including ancillary information)
that reflects the current clinical judgment of the medical staff.

“Hospital pharmacy” means a pharmacy, as defined in A.R.S. 8 32-1901, that holds a current permit issued by the Board
pursuant to A.R.S. § 32-1931, and is located in a hospital as defined in A.R.S. § 32-1901.

“Inpatient” means a any patient who isregistered-as-sdeh receives non-self-administered drugs from a hospital pharmacy
for use while within a facility owned by the hospital.

“Intravenous admixture” means a sterile parenteral solution to which one or more additional drug products have been
added ir-the-hospital.

“Medication order” means awritten, electronic, or verbal order from amedical practitioner or his amedical practitioner’s
authorized agent for administration of adrug or device.

“On-call” means te-be a pharmacit is available fer-anything-abeout,-or-for-dispensing-of-medications to:

Consult or provide drug information regarding drug therapy or related issues; or

Dispense a medication order and review a patient’s medication order for pharmaceutical and therapeutic feasibility

under R4-23-653(E)(2) before any drug is administered to a patient, except as specified in R4-23-653(E)(1).
“Patient care area’ means any areawhese for the primary purpose isteprevide of providing a physical environment; that
isowned by or operated in conjunction with a hospital, for patients a patient to obtain health care services, except those
phaees areas Where physicians—dentisis-veterinarians—osteopaths a physician, dentist, veterinarian, osteopath, or other
medical praetitioners-engage practitioner engages primarily in private practice.

“Repackaged drug” means a drug product whieh that is transferred by pharmacy personnel from an original manufac-
turer’s container to another container properly labeled for subsequent dispensing.
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“Satellite pharmacy” meansawork areain a hospital setting under the direction of a pharmacist that is aremote extension
of the a centrally licensed hospital pharmacy but-within-the-same-facHity and owned by and dependent upon the centrally
licensed hospital pharmacy for administrative control, staffing, and drug procurement.

“Single unit” means a package of medication whieh that contains one discrete pharmaceutical dosage form.

“Supervision” means the process by which a pharmacist ebserves-and directs the activities of a hospital pharmacy intern;
technician-orclerk personnel to a sufficient degree to ensure that all sdueh activities are performed accurately, safely, and
without risk of harm to patients.

R4-23-652. AppheationriRegistationr Hospital Phar macy Per mit
A. Thefollowing rules are applicable to all Hespitals hospitals as defined by A.R.S. § 32-1901 and Hespita-Pharmaeies hos-

pital pharmacmsasdeﬂned by R4 23 651 herernabeve

eSS Vi aalalaida S aWala'

obtaln abharmacv permit asspecrfled in R4- 23 602 and R4 23- 606 .
C. Discontinued hospltals—Whenever If a hospltal I|cense is dlscontl nued by the state Department of Health Services, the

cedures descrrbed in R4 23 613 for drscontlnw ng abharmacv

R4-23-653. Per sonnel: Professional -Seppertive or Technician
A. Each hosprtal pharmacy shall be directed by a pharmaci st;-hereirafter who is licensed to engage in the practice of phar-
macv in Arlzona and is referred toas the Dlrector of Pharmacy—whe—rsheensed—te—engagem—thepraeaeeef—pharmaey—m

phar-

,,
g.) .

-1— The Dlrector of Pharmacy shall be the pharmaC|st in-charge, as deflned in A R S. § 32 1901 or shaII appoin

macist-in-charge.
2 The Director of Pharmacy and the pharmacist-in-charge, if a different individual, shall be responsible for all the activ-
ities of the hospi taI pharmacy and for meetlng the requwements of the Arizona Pharmacy Act and theee rules.

B. Hesprtal—swrth%&er—mere—bed& In aII hospﬁalsmthé@-bedser—mere apharmacist shall beln the hospltal durlng thet|me
the pharmacy is open for pharmacy services, except in-case-of-emergencies for an extreme emergency as defined in R4-
23-110. Pharmacy services shall be provided for a minimum er of 40 hours per week, unless an exception for less than the
mini mum hours is made upon written request by the hosprtal and with express permlsson of the Board orits desrgnee

In a hosoltal where the bharmacv is not open 24 hours per day for Dharmacv services, a Dharmacrst shall
be “on-call” as defined in R4-23-651 when the pharmacy is closed.
D. Otherpersonnel: The Director of Pharmacy may be assisted by other personnel approved by the Director of Pharmacy in
order to operate the pharmacy competently, safely, and adequately to meet the needs of the hospital’s patients ef- the-hespi-
tal.

A pharmaust ora pharmacy |ntern or graduate mter under the supervrs on
of a pharmamst shall Derform the foIIOW| ng Drof sional Dractlcas

- Verify a patient’s

N med|cat|on order before adm| nlstratlon of adruq to the Datlent excebt

a Inan emergency medical situation; or
b. Inahospital where the pharmacy is open less than 24 hours a day for pharmacy services, a pharmacist shall ver-
ify a patient’s medication order within four hours of the time the pharmacy opens for pharmacy services,
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b:2. Verifieation-of-thetegal; Verify a medication order’s pharmaceutical and therapeutic feasibility ef-dispensinginetud-
Hhg-an-assessment-of patient based upon:

a.  The patient’s medical condition,

b. The patient'sallergies,

c. The pharmaceutical and therapeutlc incompatibilities, ¢
- and

d. Therecommended dosage limits;

e

N Wlseprepaﬂ-ng Q epare and paekagmg Qackge themed+eat|on drug needed for dlspensr ng, except maeeerdaneewrth

a certified pharmacy technician may compound, admix, combine, measure, count, or otherwise prepare and package

the drug needed for dispensing under the supervision of a pharmacist according to written policies and procedures

approved by the Board or its designee;

—toppharmaeyteehnterans—whereby |fy the accuracy, correct procedure, aneHpreparation compounding, admixing,

combining, measuring, counting, preparing, packaging, and safety of pharmacedtical-constituents-can-be-verified-by

thepharmaeist: adrug prepared and packaged by a certified pharmacy technician according to subsections (E)(3) and

(G)

£5. Supervising-the Supervise drug repackaging of-drugs and eheeking check the completed repackaging procedure and
product:;

&:6. Fraining Supervise training and edueating education in aseptic technique and drug incompatibilities for all personnel

|

|nvoIved in the adm|xture of parenteral products Wlthln the hospltal pharmacy—Whenaany—part—of—thesepﬁaeaese&rs

k7. Gensat-tat+en Consult Wlth thepr&eer-l-ber medlcal Dract|t|oner regardmg the patlent S drug therapy or medical condi-
tions;

+8. Consultation When reguested by the medical practitioner, patient, patient’s agent, or when the pharmacist deems it
necessary, provide consultatlon W|th the a patlent regardmg the medlcat|on order oatlent S Droﬂle andfer overall

rosponse M onltor a oatlent sdrug theraov for safetv and effecuveness

£10.Previsien-of Provide drug information to patients and health care professionals:;

m:11.Overseeing-at-of Manage the activities of certified pharmacy technicians,-elerks, and other personnel, and systems
to Hasure ensure that all sueh activities are performed accurately, safely, and without risk of harm to patients:;

A:12. Frnal—eheekr—ng—anel—raspensr—br—l-l-ty—fer Verlfv the accuracy of all aspects of the o r|g|nal, compl eted medication order

. . Hrer-; and
e:13. Gempl+anee Ensure comDIIance bv Dharmacv Dersonnel Wlth aqua |ty assurance program developed by the pharma-
eisthr-charge hospital .
2F Pharmaey Cert|f|ed Dharmacv technrcrans
al. Pha cist: Before working as a

cert|f|ed Dharmacv techn|C|an an |nd|V|duaI shall

Be at |east 18 years of age;

Have a high school diploma or equival ent;

Have a current pharmacy technician certificate recognized by the Arizona State Board of Pharmacy:

Complete atraining program, as specified in subsection (H), at the pharmacy of employment;

Read and discuss with the pharmacist-in-charge of the pharmacy where employed, the Board rules concerning

certified pharmacy technicians, the certified pharmacy technician job description, and the policy and procedure

manual of that pharmacy: and

Date and sign a statement affirming understanding of the Board rules for certified pharmacy technicians, the job

description, and the policy and procedure manual.

b-2. Pharmaey-technieians; Acting in compliance with all applicable statutes and rules and under the supervision of a
pharmacist, a certified pharmacy technician may assist a pharmacist in alt activities not defined as professional prac-

D210 © o

tices as outli ned in Seetren R4—23-653(DE)€19—ab9ve

3. an y A v - Nothing in subsection
( F)( 1) shall prevent add|t|onal off srte tra| ni nq of acert|f|ed oharmacv technrcran Any currentlv employed hospital
pharmacy technician who does not meet the requirement in subsection (F)(1)(c) before the effective date of this rule
shall complete the requirement in subsection (F)(1)(c) within one year from the effective date of thisrule.
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Techn|C|an DO|ICIeS and Drocedures Before emDIow nq a cert|f|ed Dharmacv techn|C|an a Dlrector of Pharmacv or Dhar-

macist-in-charge shall:

1. Develop policies and procedures that specify:
a The activities a certified pharmacy technician may perform, and

b. The quality assurance methods used to ensure the accuracy and safety of a certified pharmacy technician’s activ-
ities,

Implement the policies and procedures,

Review and revise the policies and procedures biennially,

Document the review and revision process,

Assembl e the policies and procedures as a written manual or by another method approved by the Board or its desig-

nee, and

Make the policies and procedures available within the hospital pharmacy for reference by a certified pharmacy tech-

O | oo

|

nician and |nSDect|on by the Board or its designee.

the-pament— Certlfled Dharmacv techn|C|an tral ning program.

1. A Director of Pharmacy or pharmacist-in-charge shall:

Develop atraining program for certified pharmacy technicians based on the needs of the hospital pharmacy:;
Implement the certified pharmacy technician training program:

Include written training guidelines that:

i. Definethe specific tasks the certified pharmacy technician may perform:;

ii. Specify how the certified pharmacy technician’s competency will be assessed; and

iii. Provide a copy of the training program and guidelines in the hospital pharmacy for reference by a certified
pharmacy technician and inspection by the Board or its designee; and
Attest that a certified pharmacy technician successfully completes the training program.
certified pharmacy technician shall:
Perform only those tasks for which training and competency has been demonstrated; and
Not perform professional practices reserved for a pharmacist, graduate intern, or pharmacy intern as specified in

subsection (E)

o = o

N
o>

T™

L. Supervision. AH A hospital Dharmacv s Director of Pharmacy and the pharmacist-in-charge, if a different individual, shall

supervise al of the activities and operations of the ahospital pharmacy-shal-be-supervised-by-itsDirector-or-desighee. AH
A pharmacist shall supervise all functions and activities of certified pharmacy technicians and other hospital pharmacy

personnel shal-be-supervised-by-pharmacists to Hsure ensure that all sueh functions and activities are performed compe-
tently, safely, and without risk of harm to patients.

R4-23-654. Absence of Phar macist

dutv in the hosmtal the Dlrector of Pharmacv or Dharmamst |n charqe shaII arranqe before the pharmacist’s absence, for

the medical staff and other authorized personnel of the hospital to have access to drugs in the remote drug storage area
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defined in R4-23-110 or, if adrug is not available in a remote drug storage area and is required to treat the immediate
needs of a patient, in the hospital pharmacy. A pharmacist shall be “er-eal- on-call during all absences.

B. If apharmacist will not be on duty in the hospital pharmacy, the Director of Pharmacy or pharmacist-in-charge shall
arrange, before the pharmacist’s absence, for the medical staff and other authorized personnel of the hospital to have tele-
phone access to an on-call pharmacist.

C. The hospital pharmacy permittee shall ensure that the hospital pharmacy is not without a pharmacist on duty in the hospi-

taI for more than 72 consecutlve hours

of Pharmacv or Dharmamst in- charqe shaII in eenj-unetren consultat|on Wlth the approprlate committee of the hospital;:

1. develop Develop and maintain an inventory listing of these the drugs to be included in sueh-eabinets aremote drug
storage area; and shal-Hsdre

2. Develop and implement policies and procedures in the same manner described in R4-23-653(G) that: ensure proper
storage, access, and accountability for drugsin aremote drug storage area.

B-E. Access to Phar-maey hosoltal Dharmacv Whenever—any If adrug is not available from Hrght—eabl-netsa remote druo storage
area and sdeh the drug is required to treat the immediate needs of a patient whose health may etherwise be compromised,
sueh the drug may be obtar ned from the ;a,gtal pharmacy r-n—aeeerelaneewrth accordl ng to the requi rements of this sub-

1 The D| rector of Pharmacv or Dharmamst -in- charqe shall, in consultatlon W|th the appropriate committee of the hospi-

tal, develop and implement policies and procedures in the same manner described in R4-23-653(G) to ensure that
access to the hospital pharmacy during the pharmacist’s absence conforms to the following requirements:
Accessis delegated to only one supervisory nurse in each shift;
The policy and name of supervisory nurse is communicated in writing to the medical staff of the hospital;
Access is delegated only to a nurse who has received training from the Director of Pharmacy, pharmagcist-in-
charge, or Director’s designee in the procedures required for proper access, drug removal, and recordkeeping;
and
Access is delegated by the supervisory nurse to another nurse only in an emergency.
If anurse to whom authority is delegated to access the hospital pharmacy removes a drug from the hospital pharmacy,
the nurse shall:
a  Record the following information on aform or by another method approved by the Board or its designee:
i. Patient's name,
ii. Name of the drug and its strength and dosage form,
iii. Quantity of drug removed, and
iv. Date and time of removal;
b. Sign or initial, if a corresponding signature is on file in the hospital pharmacy, the form recording the drug
removal;
c. Attach the original or adirect copy of the medication order for the drug to the form recording the drug removal;
and
d. Place the form recording the drug removal conspicuoudly in the hospital pharmacy.
3. Within four hours after a pharmacist’s absence, a pharmacist shall verify all records of drug removal that occurred

[zi=a

(=3

N

during the pharmacist’s absence in accordance Wlth R4-23-653( E)
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R4-23-655. Physical Reguiements Facility
A. Genera. Eaeh A hospital pharmacy permittee shall ensure that the hospital pharmacy has have sufficient equipment and
physical facilities for proper compounding, dispensing, and storage of drugs, including parenteral preparations.

B. Minimum area of hospital pharmacy. The minimum area of a hospital pharmacy shall depend on the type of hospital, the
number of beds, and the pharmaceutrcal serwceste—bepertermed prowded Iheummrmunﬂkﬂeer—spaeeter—any—hesprtal

* Any hospital pharmacy permit issued or hospital pharmacy remodeled after January 31, 2003 shall provide a Fhe minimum
hospital pharmacy area ef-any-hespital-pharmaey, the actual area primarily devoted to drug dispensing and preparation func-
t|ons excl usive of bulk druq storage, satel| |te Dharmacv and offlce areas shalnet-be that is not less than 220 500 square feet.

ey- Fhese-are The

minimum arearequ#ements @urr t, not incl udlng unutrh%abte unusable area, unl%#anatrensareappreved may be var-
ied upon approval by the Board for out- of the-ordinary conditions or for systems that require less space.

C. TheBoard may also require that a hospital pharmacy permittee or applicant provide:

1. Morethan the minimum area ir-iastanrees where equipment, inventory, personnel, or other factors cause crowding to
such a degree asto interfere with safe pharmacy practice:;

Additional dispensing, preparation, or storage areas
because of an mcreased number of spe0|f|c drugs preﬂ:n bed per day, the increased use of intravenous and irrigating
solutions, and the increased use of disposable and prepackaged products:;

Additional service-areasay-berequired dispensing, preparation, or storage areas to handle investigational drugs,
emergency drug kits, chemotherapeutics, alcohol and other flammables, poisons, external preparations, and radioiso-

[~

oo

topes, and to accommodate quality control procedures:; and

Mere Additional office space may-bereguired to provide for an increased number of personnel, a drug information
Iibrary, a poi son information Iibrary, ier research support teaching and conferences, and awaiting area.

[

ab 2! A hog,prtal pharmacy permrtt shaII be
ensure that the hospltal bharmacv areais enclosed by a permanent barner or partition from floor to ceiling with entry
doors that can be securely locked, constructed simitarly according to R4-23-609G)(F)(1);-fercommunity-pharmacies.

B-E.Hospital pharmacy storage areas. AH-erugs,-shali-be The hospital pharmacy permittee, Director of Pharmacy. or pharma-
cist-in-charge shall ensure that all undispensed or undistributed drugs are stored in designated areas within the hospital

pharmacy or other locked areas under the control of the a pharmacist whieh that are-sufficientto-inasdre ensure proper san-
itation, temperature, light, ventilation, moisture control, segregatlon and securlty
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R4-23-656. OtherStandards Sanitation and Equipment
A= Fhe A hospital pharmacy permittee or Director of Pharmacy shall ensure that a hospital pharmacy:

1 shal-l—have Has a profmsronal reference Irbrary consr str ng of at—teast—ene—refereneeﬁtext—f—rem—eaeh—ef—the—fettewrng

G-2.A Has asink, other than asink in atoilet facility, that:
a With Has hot and cold running water;

druq products and
C. Is maintained in a sanitary condrtron at—al-l—tr-mee and in good repair;

Maintains a room temperature within a range compati-

bI ewith the proper storage of drugs
4. TFhetemperatureof the Hasa refngerator and freezer shat-be with a temperature maintained within a range compati-
ble Wlth the proper storage of drugs requiring refrrgeratron or freezing:; and

& Ihehosprtal—pharmaey—sha”—have Has adesignated areafor the alammar air flow hood and other supplles requr red for the
prepara(uon of sterile products as specrfred in R4 23-670. r

R4-23-657. Security
A. Personnel security standards. Ne-ere A Director of Pharmacy shall be ensure that:

1. Nooneispermitted in the pharmacy unless the a pharmacist is present except as provided in this seetion Section and
R4-23-654. If the only one pharmacist is on duty in the pharmacy and that pharmacist must leave the pharmacy for an
emergency or patient care duties, pharmaey-techricians nonpharmacist personnel may remain in the pharmacy to per-

form duties as outlined in R4-23-653(B}2}, provided that all C-11 controlled drugs substances are secured in-sdeh-a
mannreras to prohibit access by other than a pharmacist, and that the pharmacist remain available in the hospital-;

B-2. All hospital pharmacy areasshaH—beeapableef—berng are kept Iocked by key or programmable Iock—soas to prevent
access by unauthorrzed personnel ;. and . W

D—S Persennel—rdentr-ﬁeatren Pharmamsts pharmacy or graduate |nterns certlfled pharmacv technrcrans and other per-
sonnel working in the pharmacy shalt wear identification badges, including name and position, whenever on duty.
E-B.Prescription blank security. The Director of Pharmacy shall berespensiblefer develop and implement policies and proce-
dures in the same manner described in R4-23-653(G) for the safe distribution and control of prescription blanks bearing
identification of the hospital.

R4-23-658. Drug Distribution and Control

A. General. The Director of Pharmacy or pharmacist-in-charge shall:

1. Establish In consultation with the medical staff, develop and implement written policies and procedures for the effec-
tive operation of adrug distribution system whieh that optimize patient safety-;

2. Fhese Makethe policies and procedures shal-be available in the pharmacy for reference by pharmacy employees and
inspection by the Board or its designee:;

3. Fhese Review and revise the policies and procedures w
bereviewed-and-revised-at-teast biennially:;

4. Document the rewew and revision process and

5.

+

2

3

4.
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for-inspection.
B. Responsibility. The Director of Pharmacy shalt-be i |sr$pon5| blefor the wfe and eff|C|ent procurement dlspensmg, d|stn
butlon adm|n|strat|on and control of drugs: es ,

2:1. Participationihthe development-of In consultatlon Wlth the apnronnate deDartment Dersonnel and medlcal staff com-

mittee, devel op amedi carnon formulary for the hospital;

empleyees.
C. Physcerans Physician orders. Brugsshal-be A Director of Pharmacy or pharmacist-in-charge shall ensure that:
Drugs are dispensed from the hospital pharmacy only upon a written erders order, direct eopies copy or faesimites
thereof facsimile of awritten order, or verbal erders order of an authorized medical practitioner:; and
Fhe A pharmacist shal-review reviews the original, erder-or direct or facsimile copy, or verbal order before the an
|n|t|al dose of medlcanon |sd|spensed adm|n|stered except manemergeney assoecn‘led in R4-23- 653(E)(1)

N
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E-D.Labeling. AH A Director of Pharmacy or pharmacist-in-charge shall ensure that all drugs distributed or dispensed by a
hospital pharmacy shalt-be are packaged in appropriate containers and labeled as follows:
1. For useinside the hospital;
a. Labelsfor al single unit packages shalt contain at a minimum, the following information:
i. Drug name, strength, and dosage form;
ii. Lot number and beyond-use-date where-appheable; and
iii. Appropriate auxiliary labels:;
b. Labelsfor repackaged er-compeudnded preparations shalt contain at a minimum the following information:
= identification-of-the-hespital-pharmaey;
#i. Drug name, identification—ertist-efactivergredients strength, and dosage form;
fwii.Lot number and beyond-use-date where-applicable;
wiii.Appropriate auxiliary labels; and
viiv.Mechanism to identify pharmacist accountability for preparation-or-packaging: repackaging;
c. Labelsfor al intravenous admixture preparations shalt contain at a minimum the following information:
i. Patient's name and location;
ii. Name and quantity of the basic parenteral setutions solution;
iii. Name and amount of-grugs drug added;
iv. Date and-f-appropriate-time of preparation;
v. Beyond-use-date and time;
vi. Date timeand-guidelines Guidelines for administration;
vii. Aneilary-tabels Appropriate auxiliary label or precautionary statements-as-appropriate statement; and
viii. Initials of pharmacist responsible for admixture preparation:; and
2. For use outside the hospital-; AH-drugs Any drug dispensed to a patient by a hospital pharmacy which-are that is
intended for self-administration outside of the hospital shalt-be is |abel ed with-at-aminimum-the felowing-Hforma-
tion: assoecmed inA.R.S. 88 32—1963 Ol(C) and 32- 1968(D) and A.A.C. R4-23-402.

TFRTOPLPFTP

GE. Controlled substance accountab|llty lhe—hesp&al—shal—l—&stabh—sh A D|rect0r of Pharmacy or pharmacist-in-charge shall
ensure that effective policies and procedures ang-maintain-adeguaterecords are developed and implemented in the same
manner deacrl bed in R4-23- 653( G) regardmg the use, and accountab|l|ty and recordkeeping of controlled substances—

al . in the hospital, including the use of locked storage areas

+E. Emergency eare-eenter services dispensing. If the a hospital permits dispensing of drugs from the Emergeney-Care-Center
emergency services department when the pharmacy is unable to provide these services, the Director of Pharmacy, in een-

j—HHe'[-I-GH consultation with the appropriate department personnel and medical staff committee shall develop and supervise
implement written policies and procedures which-shal-be-used in the same manner described in R4-23-653(G) for dis-
pensing drugs for outpatient use from a-hespital for-outpatient-use the hospital’s emergency services department. Sueh
The policies and procedures shall include but-net-betimitedto the following requirements:

1. Brugsay Drugs are only be dispensed to patients who have been admitted to the emergency eare-center services

department;
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2. DBrugs+ay Drugs are only be dispensed by an authorized medical pragtitioners practitioner, not their a designee or
agent;

3. The nature and type of drugs available for dispensing shalbe are designed to meet the immediate needs of the
patients treated within the hospital;

4. Drugs-shalt Drugs are only be dispensed in quantities sufficient to meet patient needs until such time as outpatient
pharmacy services are available;

5. Sueh-drugs-shal-be Drugs are prepackaged by a pharmacist in suitable containers and appropriately prelabeled with
the drug name, strength, dosage form, quantity, manufacturer, lot number, beyond-use-date, and any neecessary appro-
priate auxiliary labels:;

6. Upon dispensing, the authorized medical pract|t|oner shal-cemplete compl etes the label on the prescription contai ner
whieh-shal-comphy that complies with the requirements of R4-23-658(E)(D)-; and

7. The hospital pharmacy maintains a dispensing log, hard-copy prescription, or electronic record, approved by the
Board or its designee and includes the patient name and address, drug name, strength, dosage form, quantity, direc-
tions for use, medical practitioner’s signature or identification code, and DEA registration number, if applicable.

R4-23-659. Nen—drst-#bu%we—Rel-%—ef—t-he—Phar—maer& Adm|n|strat|on of Druqs

patient-care-areatnspections:
A. Sef-administration. If a hospital allows self-administration of medications by a patient, the Director of Pharmacy or phar-
macist-in-charge shall, in consultation with the appropriate department personnel and medical staff committee, develop
and implement policies and procedures in the same manner described in R4-23-653(G) specifying that self-administration
of medications shall occur only when:
1. Specifically ordered by a medical practitioner; and
2. A patient is educated and trained in the proper manner of self-administration.
Drugs brought in by a patient. |If ahospital allows a patient to bring a drug into the hospital, the Director of Pharmacy or
pharmacist-in-charge shall, in consultation with the appropriate department personnel and medical staff committee,
develop and implement policies and procedures in the same manner described in R4-23-653(G) for the disposition of the
drug that include:
1. A patient-owned drug brought into the hospital is hot administered to the patient unless:
a A pharmacist or medical practitioner identifies the drug; and
b. A medical practitioner writes a medication order specifying administration of the identified patient-owned drug;
and
2. |If a patient-owned drug will not to be used during the patient’s hospitalization, the hospital pharmacy’s personnel
shall:
a.  Package, seal, and give the drug to the patient’s agent for removal from the hospital; or
b. Package, seal, and store the drug for return to the patient at the time of discharge from the hospital.
C. Drug samples. The Director of Pharmacy or pharmacist-in-charge is responsible for the receipt, storage, distribution, and
accountability of drug samples within the hospital, including developing and implementing specific policies and proce-
duresin the same manner described in R4-23-653(G) regarding drug samples.

[0

R4-23-660. Aelnm-n+st-r—at+en—ef—DHgs nveﬂ|gat|onal Drugs

Dharmamst in- charqe shall ensure thaI an mvestharuonal druq is not dlspensed before the druq is approved by the appro-
priate medical staff committee of the hospital.

R4-23-661. Brugsfrom-Outside-Sedrees Repealed

Volume 8, Issue #25 Page 2618 June 21, 2002



Arizona Administrative Register

Notices of Proposed Rulemaking

NOTICE OF PROPOSED RULEMAKING

TITLE 7. EDUCATION

CHAPTER 3. COMMISSION FOR POSTSECONDARY EDUCATION

PREAMBLE
1. Sections Affected Rulemaking Action
R7-3-501 Amend
R7-3-506 Amend
R7-3-507 Amend
R7-3-508 New Section

2. The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):
Authorizing statute: A.R.S. § 15-1852(A)

Implementing statutes: A.R.S. 88 15-1871 through 15-1873

3. Alist of all previous notices appearing in the Redister addressing the proposed rule:
None
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4. Thename and address of agency personnel with whom persons may communicate regarding the rulemaking:

Name: Verna L. Allen, Executive Director

Address: 2020 N. Central Avenue, Suite 550

Phoenix, AZ 85004

Telephone: (602) 258-2435

Fax: (602) 258-2483

5. An explanation of therule, including the agency’s reasonsfor initiating therule:

The Commission for Postseconday Education’s purpose in promulgating the proposed rules and amendments is to

bring the Arizona Family College Savings Program (Program) rules into conformity with federal H.R. 1836, Eco-

nomic Growth and Tax Relief Reconciliation act of 2001, which was signed by President Bush on June 7, 2001, with

§ 529 of the Internal Revenue Code (Code) and IRS Notices promulgated pursuant to § 529 of the Code, and with

amendments made by Arizona House Bill 2098 to A.R.S. § 15-1871 et seq.

6. A referenceto any study that the agency proposesto rely on in its evaluation of or justification for the proposed
rule and wherethe public may obtain or review the study. all data underlying each study. any analysis of the study
and other supporting material:

No study is available or was relied upon.

7. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:

Not applicable

8. Thepreiminary summary of the economic, small business, and consumer impact:

a Anidentification of the proposed rulemaking: Arizona Family College Savings Plan, R7-3-501, R7-3-506, R7-3-
507, and R7-3-508 adopted pursuant to A.R.S. 88 15-1871 through 15-1877

b. An identification of the persons who will be directly affected by, bear the costs of, or directly benefit from the
proposed rulemaking: Persons directly affected are account owners.

c. Ananalysis of the probable costs and benefits from the implementation and enforcement of the proposed rule-
making on the Commission, and on any political subdivision or business directly affected by the proposed rule-
making: The Commission will bear any administrative costs as a consequence of the proposed rulemaking.

d. The probable impact of the proposed rulemaking on employment in business, agencies, and political subdivi-
sions of this state affected by the proposed rulemaking: None

e. A statement of the probable impact of the proposed rulemaking on small business. None

f. A statement of the probable effect on state revenues: No effect is anticipated as this Program is self-supported.

0. A description of any less intrusive or less costly alternative methods of achieving the purpose of the proposed

rulemaking: Due to the nature of the various statutory requirements, less intrusive or less costly alternatives are
not available.

9. The name and address of agency personnel with whom persons may communicate regarding the accuracy of the

economic, small business, and consumer impact statement:

Name: Verna L. Allen, Executive Director

Address: 2020 N. Central Avenue, Suite 550
Phoenix, AZ 85004

Telephone: (602) 258-2435

Fax: (602) 258-2483

Volume 8, Issue #25 Page 2620 June 21, 2002



Arizona Administrative Register
Notices of Proposed Rulemaking

10. The time, place, and nature of the proceedings for the adoption. amendment, or repeal of the rule or, if no
proceeding is scheduled, where, when, and how persons may request an oral proceeding on the proposed rule:

Date: August 7, 2002
Time: 9:30 am.
Location: Commission for Postsecondary Education, 2020 N. Central Avenue, Suite 550
Phoenix, AZ 85004
Nature: Oral Proceeding, Close of Record and Adoption of Rules
11. Any other mattersprescribed by statute that are applicable to the specific agency or to any specific rule or class of
ruI;.ﬁls\.lot applicable
12. Incorporation by reference and their location in the rules:
Not applicable

13. Thefull text of the rulesfollows:

TITLE 7. EDUCATION

CHAPTER 3. COMMISSION FOR POSTSECONDARY EDUCATION
ARTICLE 5. ARIZONA FAMILY COLLEGE SAVINGS PROGRAM

Section
R7-3-501. Definitions
R7-3-506. Withdrawals; Reporting of Non-qualified Withdrawals; Penalties
R7-3-507. Oversight of Financial Institutions
R7-3-508. IRS Regulations, Rulings, Notices and Other Guidance
ARTICLE 5. ARIZONA FAMILY COLLEGE SAVINGS PROGRAM
R7-3-501. Definitions
A. No change
B. Nochange

C. “Cash” means currency, billsand coin in circulation, or converting a negotiable instrument to cash by endorsing and pre-
senting to a financial institution for deposit. An automatic transfer, cashier’s check, certified check, money order, payroll
deposit, traveler’s check, personal check, and wire transfer will be treated as cash. Deposits will aso be accepted by credit
card.

No change

No change

D.
E.
F.
&

solely for the purposes of determining whether a withdrawal or distribution is subject to a penalty under R7-3-506, the
term shall not include any institution that is not also an “eligible educational institution” as defined in Code § 529(e)(5).
+£H. “Negotiable instrument” means negotiable instrument as defined in A.R.S. § 47-3104.
&l. “Qualified Tuition Program” means a qualified tuition program as defined in § 529 of the Code.

R7-3-506. Withdrawals; Reporting of Non-qualified Withdrawals, Penalties
A. No Change
B. Withdrawals
1. Qualified Withdrawals.
In order to make a qualified withdrawal, the account holder or the account holder’s designee must complete a certifi-
cation, on a form approved by the Commission, declaring that the funds will be used for the purposes set forth in
A.R.S. § 15-1871(11). The form shall include a statement advising the designated beneficiary and account owner of
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their obligations to report, in accordance with R7-3-506(B)(3)(c), refunds received from a higher education institu-

tion. In addition to the certification, awithdrawal shall be deemed qualified only if:

a. Thefinancial institution is provided with a copy of an invoice from the higher education institution, and the dis-
tribution is made directly to the higher education institution; or

b. Thefinancial institution is provided with a copy of an invoice from the higher education institution, and the dis-
tribution is made in the form of a check payable to both the designated beneficiary and the higher education insti-
tution; or

¢.  Within 30 days following the withdrawal, substantiation that the withdrawal was actually expended for qualified
higher education expenses is submitted to the financial institution.

2. Withdrawal Based on Death, Disability, or Scholarship

A penalty-free withdrawal may be made as aresult of the designated beneficiary’s death, disability, or scholarship, if

written substantiation thereof is provided. Such written substantiation must come from a party other than the desig-

nated beneficiary or the account owner. In the case of a scholarship, the withdrawal may not exceed the amount of the
scholarship.
3. Non-Qualified or Unsubstantiated Withdrawals

Pursuant to A.R.S. 88 15-1875(H), (1), and (J), the Commission has authority to assess penalties for non-qualified

withdrawals. If an account holder fails to certify that a withdrawal is qualified or penalty-free, as defined in R7-3-

506(B)(1) and (2), above, or if afinancia ingtitution has reason to believe that a withdrawal is non-qualified, the

financial institution shall withhold from such withdrawal an amount equal to 10% of that portion of that withdrawal

which constitutesincome under § 72 of the Code. If an account holder seeks to make awithdrawal in accordance with

R7-3-506(B)(1)(c) and does not provide the required substantiation at the time of the withdrawal, the withdrawal

shall be limited so that the balance remaining in the account is sufficient to pay the 10% of earnings penalty. If the

financial institution is not provided with the required substantiation within 30 days, the withdrawal shall be treated as
anon-qualified withdrawal, the penalty shall be assessed at that time, and the financia institution shall withdraw the
penalty from the account.

a. If thewithdrawal has not been declared, by the party making the withdrawal, to be non-qualified, the amount of
any penalty shall be remitted to the Commission with the financia ingtitution’s 1st monthly report following the
date that the withdrawal is determined to be non-qualified. If the withdrawal has been declared to be non-quali-
fied, the amount of said withholding may be remitted to the Commission with the financial institution’s required
monthly report.

b. If the withdrawal has not been declared, by the party making the withdrawal, to be non-qualified, the financial
institution shall report any such withholding, in writing, to the Commission with the financia institutions's 1st
monthly report following the date that the withdrawal is determined to be non-qualified. The report shall include
identification of the account holder, beneficiary, date of withdrawal, amount of withdrawal, and a brief descrip-
tion as to why the financia institution believes the withdrawal to be non-qualified. If the withdrawal has been
declared to be non-qualified, the report may be submitted to the Commission with the financial institution’s
required monthly report. The financia institution shall notify the account holder and beneficiary, in writing, of
any withholding.

c. Ifaqualified withdrawal is made from an account in any calendar year, within 60 days after the end of such year
and within 60 days after the end of the following year, any designated beneficiary or account owner who
received a partial or total refund from the higher education institution attended by the designated beneficiary or
the higher education institution that the designated beneficiary had expected to attend shall provide to the finan-
cia ingtitution a signed statement identifying the amount of any refunds received. In addition, the designated
beneficiary or account owner shall provide an explanation as to what portion, if any, of the refund is allocable to
aqualified withdrawal. If al or a portion of arefund is allocable to a qualified withdrawal, the designated bene-
ficiary (or the account owner) may provide the financia institution with substantiation of qualified higher educa-
tion expenses for which the refund was used or substantiation that the refund was made by reason of scholarship,
or the death, or disability of the designated beneficiary. To the extent that a refund allocable to a qualified with-
drawal was not used to pay qualified higher education expenses or made on account of death, disability, or schol-
arship of the designated beneficiary, it shall be considered a non-qualified withdrawal subject to the penalty
described in R7-3-506(B)(3). The financial institution shall withdraw the penalty from the account from which
the original qualified withdrawal was made, if sufficient funds are available in the account, or attempt to collect
the penalty by billing the designated beneficiary or account owner for the penalty, if sufficient funds are not
available in the account.

4. Substantiation Procedures

Before treating any withdrawal as qualified or penalty-free based on substantiation provided, the financial institution

shall review the substantiation to confirm that substantiation is provided for the amount of a withdrawal that the

account owner or designated beneficiary assertsis qualified or penalty-free, that the substantiation complies with the
program rules, and, in the case of a withdrawal to pay qualified higher education expenses, that the substantiated
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expenditures are of a nature and in amounts that can be treated as qualified higher education expenses. The financial
institution may seek additional information from the account owner, the designated beneficiary, or the higher educa-
tion institution before approving or rejecting substantiation, and the financial institution may seek guidance from staff
of the Commission. If the financial ingtitution determines that substantiation isinadequate, it shall promptly notify the
account owner and defer making any distribution with respect to any inadequately substantiated request until proper
substantiation is provided or the account owner instructs the financial institution to make the requested distribution
and either withhold the penalty from the distribution or from other fundsin the account.

Distributions Made after December 31, 2001

R7-3-506(B)(1) through (4) shall not apply to any withdrawals made after December 31, 2001, except to the extent
that any provision contained therein is required for the Family College Savings Program to qualify as a quaified
tuition program under § 529 of the Code. A financial institution shall not be required to collect a penalty on any with-
drawal made after December 31, 2001. Withdrawals may be made pursuant to forms prepared or used by the financial
ingtitution and meeting the requirements of R7-3-501 through R7-3-507, if any, and any requirements for the Family
College Savings Program to qualify as a qualified tuition program under § 529 of the Code. To the extent that A.R.S.
§ 15-1875 requires provisions that will generally enable the Commission to determine whether withdrawals are qual-
ified or nonqualified withdrawals, a financial institution shall require an account owner to state whether the account
owner expects that the withdrawal will be a qualified or nonqualified withdrawal.

The account holder may dispute any withholding made by afinancial institution under subsection (B) by submitting writ-
ten notice, to the Commission, within 30 days from the date of such withholding. The Commission shall make a written
determination regarding the dispute within 30 days of the receipt of its notice from the account holder. If the account
holder disagrees with the Commission’s determination, the matter shall be adjudicated in accordance with A.R.S. § 41-
1092 et seq.

|1

R7-3-507. Oversight of Financial I nstitutions

Mmoo W

No change

No Investment Direction. A financial ingtitution shall not permit an account holder to move funds, once deposited, that in
any way would result in investment direction under § 529(b)(5) of the Code-er-A-A-CR7-3-50HF.

No change

No change

No change

No change

R7-3-508. IRS Requlations, Rulings, Notices and Other Guidance

A.

|o0

If (i) the Internal Revenue Service issues on or after February 27, 2002, any regulation, ruling, notice or other precedential
guidance on procedures or activities that a qualified tuition program may adopt or undertake without jeopardizing its
exemption under § 529 of the Code, (ii) such guidanceis|less restrictive than any rule contained in Title 7, Chapter 3, Arti-
cle 5, and (iii) the more restrictive rule was not mandated by A.R.S. 88 15-1871 through 15-1877, then the more restric-
tive rule shall be deemed liberalized to the maximum extent possible without violating A.R.S. 88 15-1871 through 15-
1877 or any requirements for a program to qualify as a qualified tuition program under § 529 of the Code.

If (i) the Internal Revenue Service issues on or after February 27, 2002, any regulation, ruling, notice or other precedential
guidance on procedures or activities that a qualified tuition program shall or shall not adopt or undertake to avoid jeopar-
dizing its exemption under 8 529 of the Code and (ii) the rules contained in Title 7, Chapter 3, Article 5 or the statutes
contained in A.R.S. 88 15-1871 through 15-1877 do not include such requirement or prohibition, then these rules shall be
deemed amended to the maximum extent possible without violating A.R.S. 88 15-1871 through 15-1877 to adopt such
reqguirement or prohibition.
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