Arizona Administrative Register
Notices of Final Rulemaking

NOTICES OF FINAL RULEMAKING

The Administrative Procedure Act requires the publication of the final rules of the state’s agencies. Final rules are those which
have appeared in the Register 1st as proposed rules and have been through the formal rulemaking process including approval by
the Governor's Regulatory Review Council. The Secretary of State shall publish the notice along with the Preamble and the full
text in the next available issue of the Arizona ddministrative Register after the final rules have been submitted for filing and

publication.
NOTICE OF FINAL RULEMAKING
TITLE 4. COMMERCE, PROFESSIONS, AND OCCUPATIONS
CHAPTER 16. BOARD OF MEDICAL EXAMINERS
PREAMEBLE
1. Sections Affected Rulemaking Action

R4-16-104 New Section
R4-16-105 New Section
Table 1. New Table

2. The specific authority for the rulemaking, including both the authorizing statute (general) and the statutes the rules are
implementing (specific):
Authorizing statute: A.R.S. § 32-1404(D)

Implementing statute: A.R.S. §§ 32-1422, 32-1426, 32-1428, 32-1429, 32-1432.01, 32-1432.02, 32-1432.03; and 41-1072
through 41-1078

3. The effective date of the rules:
January 20, 1998

4. Alist of all previous notices appearing in the Register, addressing the final rufe:
Notice of Docket Opening: 3 A.A.R. 52, January 3, 1997

Naotice of Docket Opening: 3 A.A.R. 327, January 31, 1997
Notice of Proposed Rulemaking: 3 A.AR. 1120, April 25, 1997
Notice of Docket Opening: 3 A AR, 1349, May 23, 1997
Notice of Public Information: 3 A.A.R. 1360, May 23, 1997

5. The name and address of agency personnel with whom persons may communicate regarding the rulemaking:

Name: Elaine Hugunin, Deputy Director

Address: Board of Medical Examiners
1651 East Morten, Suite 210
Phoenix, AZ 85020

Telephone: (602) 255-3751

6. Anexplanation of the rule, including the agency's reasons for initiating the rule:

AR.S. §§ 41-1072 through 41-1078 were added during the 1996 regular Legisiative session and require that all administrative
agencies, boards and commissions which are subject to the Administrative Procedures Act to establish, by rule, time-frames for
any licensing activities. An overall time-frame for each licensing process must be established. That time-frame must then be
split into 2 parts, the administrative completeness phase and the substantive review phase. Finally, these rules must be in place
no later than December 31, 1998, The proposed rules establish for physicians the necessary lcensing time-frames for initial
licensing by examination and endorsement, renewal of license, temporaty license, locum tenens and pro bono registration,
teaching license, educational teaching permit, fraining permit, one-year training permit, and registration for dispensing con-
trolled substances, drugs, and devices.

7. Ashowing of good cause why the rule is necessary to promate a statewide interest if the rufte will diminish a previous grant of
authority of a political subdivision of this state:
Not applicable. -

8. The summary of the econamic. small business and consumer impact:
There is no anticipated additional cost to private industry, small businesses, or consumers. There will be a small additional cost
to the Board to formally implement the notice of deficiency in the administrative completeness portion of the licensing process
as well a5 the one comprehensive written request for additional information in the substantive review portion of the licensing
process. There is also the remote possibility that the Board may be required to return a licensing or registration fee for failure to
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meet the time-frames established in these rules as well as pay 2 penalty to the general fund as required by A.R.S, § 41-1077.
These costs would be expected to be minimal, if any, Otherwise, this is merely the codification of the time-frames and processes
currently observed in carrying out the various licensing activities of the Board of Medical Examiners.

However, it is recognized that under the existing licensing process, which is being codified by these rules, there is a cost to the
phiysician applicant for licensing which is incurred while awaiting the Board’s licensing decision. That cost is the income which
might otherwise have been earned as a physician during that time period.

A description of the changes between the proposed rules, including supplemental notices, and final rules (if applicable):

There are a number of changes between the rules as proposed and as finally submitted to GRRC based almost entirely upon
comments received from GRRC staff in the course of its review. However, the changes are more to form rather than substance.
The multiple time-frame rules were consolidated into 2 sections with a table showing the pertinent time-frames, Essentially, R4~
16-104 was rewritten to be generally applicable, setting time-frames for administrative completeness review, substantive
review, and overall, by referencing a newly created table setting forth the time-frames for each of the licenses, registrations, and
permits issued by the Board. R4-16-107 was renumbered to R4-16-105 and retained because the license renewal fime-frame did
not readily conform to the general procedure. All other proposed sections were stricken.

The rules were changed so that when an applicant fails to respond to information requests either during the administrative com-
pleteness time-frame or the substantive review time-frame, the application will now be deemed withdrawn rather than denied. In
addition, 5 days were added to those administrative completeness time-frames and substantive review time-frames which were
under 30 days, while the 180 day time~frames for administrative completeness and substantive review of applications for licen-
sure by examination and endorsement were reduced to 120 days. Finally, there were a number of minor wording and sentence
structure changes which were recommended by GRRC staff and implemented in this final submission.

10. A summary of the principal comments and the apency response to them:

11.

12.

13.

14.

Section
R4-16-104.  Time-Frames for License, Permit, or Registration

No comments were received, either written or oral.

Any other matters prescribed by statate that are applicable to the specific agency or to any specific rule or ¢lass of rules:

Not applicable.

Incorporations by reference and their location in the rules:

Not applicable.

Was this rule previously adopted as an emergency rule?

Not applicable.

The full text of the rules follows:

TITLE 4. COMMERCE, PROFESSIONS, AND OCCUPATIONS
CHAPTER 16. BOARD OF MEDICAL EXAMINERS
ARTICLE 1. GENERAL PROVISIONS ing of g deficiency notice, an applicant shall submit

to_the Board the missing documents and informa-
tion specified in the notice. The time-frame for the

RA-16-105.  Time-Frames for License Renewal Board to_finish the administrative completeness

Table 1.

R4-16-104. Time Frames for Licenses, Permits and Registra-

Time-Frames review is suspended from the date the Board mails

the deficiency notice to the applicant unti] the date
ARTICLE 1. GENERAL PROVISIONS the Board receives the missing documentation and

information,

tions ¢ Under ARS, §32-1427(F). an applicant for an ini-
A. Foreach type of license, permit. or registration issued by the tial license by examination or endorsement who
Board, the overall time-frame described in ARS. § 41- disaprees with the deficlency notice may request a
1072(2) is listed in Table 1. hearing before the Board at its next regular meeting
B. For each type of license. permit, or registration issued by the if there is time at that mesetine to hear the matter.
Board, the administrative completeness review time-frame The_ board_shall not delsy a requested hearing
described in ARS $41-1072(1)_is listed in Table 1 and beyond ! regu]aﬂjz scheduled meeting, At any
begins on the date the Board receives an application and all hearing granted under this subsection. the applicant
required documents and information. shall have the burden of proof to demopstrate that
1. Ifthe required application is not administratively com- the alleged deficiencies do not exist.
plete, the Board shall send to the applicant, 2 deficiency
notice. d. Under ARS § 32-1427(F). if an applicant for'ini-
a.  The notice shall state each deficiency and the infor- tia] license by examination or endorsement does
mation needed to complete the application and dog- not submit the missing documnents and information
uments. indicated in the deficiency notice within the time
b. * Within the time provided in Table 1 for response to frame specified in subsection (B)1)(b), the Board
a deficiency notice, beginning on the date of mail- shall deem the application withdrawn,
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If the application is administratively complete, the
Board shall send a written notice of administrative com-
platengss to the applicant,

If the application and submitted documents and infor-
mation do 1ot comtatn all of the gomponents required by
statute and rule, the Board shall send a written notice to
the applicant informing the applicant that the application

is deemed withdrawn,.

For each type of license, permit, or registration issued by the
Board, the substantive review time-frame deseribed in A.R.S.
§ 41-1072(3) is listed at Table 1 and besins on the date the
Board sends written notice of administrative completeness to
the applicant.

L

I~

fw

During the substantive review time-frame, the Board
may make 1 comprehensive written request for addi-
tional information. The applicant shall submit to the
Board the additional information identified by the com.
prehensive written request within the time provided in
Tabie 1, heginning on the date of mailing of the compre-
hensive written request for additional information. The
time-frame _for the Board to finish the substantive
review is suspended from the date the Board mails the
comprehensive written request for additional informa-

tion_to the applicant until the Board receives the addi.
tional information.

The Board shall isswe g written notice of denial of
license, permit, or repistration if the Board determines
that the applicant does not meet all of the substantive

criteria reguired by statute and rule for a license, permit,
or registration.

The Board shall issue s written notice informing the

4.

R4-16-105,

If the applicant meets all of the sithstantive criteria

required by statute angd rule for licenge, perit. or regis.

tration, the Board shall issue a license, permit. or regis-
tration to the applicant.

Time Frames for License Renewal

A. Forrenewa! of licensure, the gverall time-frame described in

ARS §41-1072(2) is 90 calendar days.

B. For renewal of licensure, the administrative completeness
review time-frame described in AR.8. § 41-1072(1) iz 90

calendar days and hegins on the date the Board receives the

renewal application,

1

If the required application is not administratively com-
plete, the Board shall send to the applicant a deficiency
notice. The notice shall state each deficiency and the

documents and information peeded to complete the
renewal application.

The 90.day time-frame for the Doard to finish the
administrative completeness review is suspended from
the date the Board mails the deficiency notice to the
applicant until the date the Board receives the needed

documents and information.

If an_applicant does not submit a complete renews]
application before May 1. the applicant’s license
expires, except that the ficense of a phvsician who does
not renew the license and who has been advised in writ-
ing that an_investigation is pending at the time the
license is due to expire does not expire until the investi-
gation is resolved. The license of a physician for whom
an investigation is pending is suspended on the date it
would otherwise expire and the physigian shall not prac-
tice in this state until the investipation is resolved.

applicant that the application is deemed withdrawn if the 4.

applicant dogs not submit the requested additional infor. plete. the Board shall send a written notice of renewal to
mation within the time-~frame in Table 1. the applicant.

Table 1. Time Frames (in calendar days)

If the submitted application is administratively com-
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TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

PREAMELE
1. Sections Affected Rulemaking Action
R4-23-11¢ Amend
R4-23-692 New Section
R4-23-693 New Section

2. The specific authority for the rulemaking, including both the authorizing statute (general) and the statutes the rules are
implementing {specific):
Authorizing Statutes: AR.S. § 32-1904(A)(1)

Tmplementing Statutes: AR.S. §§ 32-1901(8) through (11), 321929, and 32+1930(A)

3. Theeffective date of the rules:
January 12, 1998

4.  Alist of all previous notices appearing in the Register addressing the final rule:
Notice of Rulemaking Docket Opening: 1 A.AR. 891, June 30, 1995

Notice of Rulemaking Docket Opening: 3 A.A.R. 248, January 24, 1997
Notice of Rulemaking Docket Opening: 3 A.AR. 1934, July 18, 1997
Notice of Proposed Rulemaking: 3 A.A.R. 2722, October 10, 1997

5. The name and address of agency personnel with whom persgns may communjcate regarding the rule:

Narne: Dean Wright, Comptiance Officer
Address: Board of Pharmacy
5060 North 19th Avenue, Suite 101
Phoenix, Arizona 85015
Telephone: {602) 255-5125, Ext. 131
Fax: (602) 255-5740

6. Anexplanation of the rule, including the agency’s reason for initiating the rule:
The rule establishes the requirements for the Compressed Medical Gas Distributor and Compressed Medical Gas Supplier per-
mits created by the Forty-second legislative session in H.B. 2009. Although compressed medical gases have always been listed
as prescription-only drugs by the federal act, there has never been anything specific in state statute. This change allows the
Board to issue permits and conduct inspections. The only thing missing from the bill was a fee for the permits. The compressed
medical gas ruls implements this legislation.

To clarify terminology used in the new sections, the rule adds new definitions for “container”, “current good manufacturing
practice”, “FDA?, and “transfill” and amends the definition of “supplying”. The rule adds new sections: R4-23-692 Compressed
Medical Gas Distributor and R4-23-693 Compressed Medical Gas Supplier.

Section R4-23-692 establishes the permit, records, and inspection requirements for compressed medica! gas distributors and
incorporates by reference the current good manufacturing practice requirements of 21 CFR 210 through 211 of the federal act.
The FDA already requires that compressed medical gas distributors comply with the federal current good manufacturing prac-
tice act. Instead of rewriting the federal act, the rule makes compliance with the federal current good manufacturing practice act
a state requirement for an Arizona compressed medical gas distributor. A compressed medical gas distributor may manufacture,
wholesale distribute, and supply direct to the consumer pursuant to a compressed medical gas order from a medical practitioner.

Section R4-23-693 establishes the permit, records, and inspection requirements for compressed medical gas suppliers. The FDA
does not regulate compressed medical gas suppliers, so the rule establishes standards for this previously unregulated segment of
the industry. A compressed medical gas supplier sells directly to the consumer or patient or their agent in the manufacturer’s or
distributor’s original container pursuant to a compressed medical gas order from a medical practitioner.

The rule addresses grammar, format, and style changes necessary under the current administrative procedures act and other nec-
essary language changes to provide a clear, concise, and understandable document.

The Board believes that adoption of these rutes will benefit the public by establishing standards for the manufacture and distri~
bution of compressed medical gases in Arizona.

7. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a previons grant of
authority of a political subdivision of this state:
Not applicable.
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8. The summary of the economic. small business, and consumer impact:
This economic, small business and consumer impact statement for the compressed medical gas rule analyzes the costs, savings,
and benefits that accrue to the Board of Pharmacy, Secretary of State, permittees, and the public.

With the adoption of the proposed rule, the impact on established Board of Pharmacy procedures, Board staff time, Compliance
Officer time, and other administrative and inspection related costs is substantial. The benefits to the Board and its compliance
and office staff are non-quantifiable. The estimated additional cost to the Secretary of State's office is minimal. This additional
cost stems from Secretary of State's staff time publishing the rules.

The Board bears the substantia! costs of issuing permits to existing and future compressed medical gas distributors and suppliers
and inspecting these permittees. The Board proposes to inspect each distributor and supplier once every two years, Based on the
number of permits issued to date, there will be 39 distributor and 41 supplier inspections each year for a total annual cost of
inspection of $28,295.87. This figure will change as new outlets open or exiting outlets close.Under a contract with the FDA, for
the period 9/30/95 to 9/29/96, the Board received revenue to cover the cost of inspecting 25 compressed medical gas distribu-
tors. Under a contract with the FDA, for the period 9/30/96 to 3/29/98, the Board will receive revenus to cover the cost of
inspecting 37 compressed medical gas distributors. Total revenue to the Board for the two periods is $32,512.86 which breaks
down into an average annual revenue of $13,005.12. There is no guarantee of future contracts with the FDA. The cost of con-
tinuing biennial inspections of compressed medical gas distributors and suppliers is borne by the Board. The rule imposes no
additional financial impact unless the Board fails to meet the permit time frame limits. But even ther there is no impact because
the legislature did not establish a permit fee in the bill that created the compressed medical gas distributor and supplier permit.
The Board does not foresee norcompliance with the time-frames.

The benefits provided by the proposed rules are non-quantifiable. Regulation by a state agency benefits the regulated public by
increasing accessibility. The public and permittees will benefit from timely review and enforcement of compressed medical gas
standards,

9. A description of the changes between the proposed rules, including supplemental notices, and final rules {if applicable):
There were some formatting errors made by the Secretary of State’s office during publishing of the proposed rulemaking. Sec-
tion R4-23-652(C) in the published proposed rulemaking had subsections (a) and (b). The correct subsections as contained in
this final rule are R4-23-692(C)(1) and (2). Section R4-23-693(B) in the published proposed rulemaking had subsections (a),
(b), (¢), and (d). The correct subsections as contained in this final rule are R4-23-693(B)}{1), (2), (3), and (4). The errors were in
numbering only not in rule content. There are no other changes between the proposed rules and the final rules.

10. A summary of the principal comments and the agency response to them;

There was | comment received via telephone in support of the proposed rule. A representative of the Board of Respiratory Care
Examiners attended the public hearing and spoke in favor of the rule but had a concern that some distributors or suppliers of
compressed medical gases might obtain 2 Board of Pharmacy permit and then not comply with Board of Respiratory Care
Examiners statutes and rules concerning the administration of medical oxygen. The Board staff explained that the proposed rule
deals with the manufacture and distribution of medical oxygen and not the administration. The Board feels that language could
be written to ensure compressed medical gas distributor and supplier permittees comply with Board of Respiratory Care Exam-
iners statutes and rules. After working on the proposed rule for over 2 years, the Board does not want to further delay passage of
the rule. it is the Board’s intent to proceed with the proposed rule as published. After the rule is approved by the Governor’s
Regulatory Review Council and filed with the Secretary of State, the Board staff will address this comment by opening a docket
and drafting rule language in cooperation with the Board of Respiratory Care Examiners.

1. Any other matters prescribed 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 focation in the rules;
21 CFR 210 through 211, April 1, 1996, (and ro future amendments or editions) located at A.A.C. R4-23-692(B).

13. Was this rule previeusly adopted as an emergency rule?
No,

14, The full text of the rules follows:

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY RN
ARTICLE 1. ADMINISTRATION ARTICLE 1. ADMINISTRATI(')__N'

Section R4-23-110.  Definitions Sl
i “Active ingredient” means any component which is intended
R4-23-110. - Definitions to furnish pharmacological activity or other @i_rgct_;eftfi'gc;_l} 15;_
RMA URE the diagnosis, cure, mitigation, treatment;: or prevenuon.o
ARTICLE 6. PHA CIST LICENS disease or to affect the structure or any: fu:llcgo?h of the body
. - of man or other animals, The term shall include those comp
04:22.692. . Compressed Medical Ges Distributor nents which may undergo chemical change in anuf;

R4-23-693. Compressed Medical Gas Supplier ture of the drug and be present in the ﬁn_is:;he'd'
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in a modified form intended to furnish the specified activity
or effect.

“Authentication of product history” means identifying the pur-
chasing source, the ultimate fate, and any intermediate han-
diing of any component of a radiopharmaceutical or other
drug.

“AZPLEX" means Arizona pharmacy law examination.

“Batch” means a specific quantity of drug that has uniform charac-
ter and quality, within specified limits, and is produced
according to a single manufacturing order during the same
cycle of manufacture,

“Beyond use date” means a date determined by a pharmacist and
placed on a prescription label at the time of dispensing
intended to indicate a time beyond which the contents of the
prescription are not recommended to be used.

“Biological safety cabinet” means a containment unit suitable for
the preparation of low to moderate risk agents where there is
a need for protection of the product, personnel and environ-
ment, consistent with National Sanitation Foundation (NSF)
standards, published in the National Sanitation Foundation
Standard 49, Class II (Laminar Flow) Biohazard Cabinetry,
Revised June 1987 edition, incorporated herein by reference
and en file with the Office of the Secretary of Statz,

“Class 100 environment” means an atmospheric environment in
compliance with the Federal Standard 209 Clean Room and
Work Station Requirements: Controfled Environment, publi-
cation FED-STD-209D, June 15, 1988 edition which
includes January 28, 1991 changes, incorporated herein by
reference and on file with the Office of the Secretary of State.

“Community pharmacy” means any place under the direct super-
vision of a pharmacist where the practice of pharmacy occurs
ar where prescription orders are compounded and dispensed
other than a hospital pharmacy or a limited service pharmacy.

“Component” means any ingredient intended for use in com-
pounding or manufacturing drugs in dosage form, including
anh ingredient that may not appear in the finished product.
“Container” means

A receptacle, as described in the official compendinm or the
federal act, that is used in manufacturing or compounding a
drug or in distributing, supplying. or dispensing the finished
dosage form of a drug: or

A _metal receptacle that is designed to contain liquefied or
vaporized compressed medical gas and that is used in manu-
facturing, transfilling, distributing, supnlying, or dispensing a
compressed medical gas.

“Correctional facility” has the same meaning as set forth in A.R.S.
§§ 13-2501 and 31-341.

“Current good compounding practices” means the minimutmn stan-
dards for methods used in, and facilities or controls used for,
compounding a drug to ensure that the drug has the identity
and strepgth and meets the quality and purity characteristics
it purports or is represented to possess.

“Current good manufacturing practice” means the minimum stan-
dard for methods to be used in,_and facilities or controls to be
used for manufactaring, processing, packing, or holding a
drug to ensure that the drug meets the requirements of the
federal act as to safety. and has the identity and strength and
megts the quality and purity characteristies it purports or is
represented to possess.

“Cytotoxic” means a pharmacentical that has the capability of kill-
ing living cells.

“Drug sample” means a unit of a prescription drug that is not
intended to be sold and is intended to promote the sale of the
drug.
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“Extreme emergency” means the occurrence of a fire, water leak,
electrical failure, public disaster or other catastrophe consti-
tuting an imminent threat of physical harm to pharmacy per-
sonnel or patrons.

“FDA” means the Food and Drug Administration, a federal
agency within the United States Department of Health and

Human Services, established to set safety and quality stan-
dards for foods, drugs, cosmetics, and other consnmer prod-
uets.

“First aid stations” means units within 2 business or industrial
organization which are limited to, as the name implies, first
aid treatment or injuries incurred in association with the busi-
ness function.

“Inactive ingredient” means any component other than an “active
ingredient” present in a drug.

“Industrial medical stations” means units where drugs are stored,
established within businesses and industrial organizations.

“Internal test assessment” means, but is not limited to, performing
quality assurance procedures necessary to ensure the integrity
of the test.

“Limited-service correctional pharmacy” means a limited-service
pharmmacy, as defined in AR.S. § 32-1901, that holds a cur-
rent permit issued by the Board pursuant to AR.S, § 32-
1931, is located in a correctional facility, and engages in the
compounding, production, dispensing, and distribution of
drugs.

“Limited-service mail-order pharmacy” means a limited-service
pharmacy, as define in AR.S. § 321931, that holds a current
permit issued by the Board pursuant to A.R.S. § 32-1931, and
dispenses & majority of its prescription medication or pre-
scription-only devices by mailing or delivering the prescrip-
tion medication or prescription-only device to an individual
by the United States mail, a cominon or contract carrier, or a
delivery service.

“Lumted—scrv;ce nuclear pharmacy” means a limited service phar-
macy, as defined in AR.S. § 32-1901, that holds a current
permit issued by the Board under A RS, § 32-1931, and pro-
vides radiopharmaceutical services.

“Limited-service pharmacy permittee” means a person who has
applied for and obtained a limited-service pharmacy permit
in compliznce with AR.S. §§ 32-1929, 32-1930, 32-1931,
and A.A.C. R4-23-606,

“Long term care consultant pharmacist” means a pharmacist pro-
viding consulting services to a long term care facility.

“Lot” means a batch or any portion of a batch of a drug or in the
case of a drug produced by a continuous process, an amount
of drug produced in a unit of time or quantity in a2 manner that
assures it uniformity, and in either case which is identified by
a distinctive lot number and has uniform character and qual-
ity with specified limits,

“Lot number” or “control number” means any distinctive combi-
nation of letters or numbers, or both, from which the com-
plete history of the compounding or manufacturing, control,
packaging, and distribution of a batch or lot of a drug can be
determined.

“Materials approval unit” means any organizational element hav-
ing the authority and responsibility to approve or reject com-
ponents, in-process materials, packaging components and
final products.

“Mediated instruction” means learning transmitted via intermedi-
ate mechanisms such as audio and/or visual tape telephone
transmission, ete.

“NABPLEX” means National Association of Boards of Pharmacy
Licensure Examination.
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“Occupational Medicine” or “Industrial Medicine” means the field
of medicine dealing with the medical problems associated
with persons employed in any occupation.

“Qutpatient” or “Outpatient setting” means a person that receives
medical treatment as result of not being a residential patient
in a health care institution, or a location where medical treat-
ment is provided to patients not required to be overnight resi-
dents of the facility.

“Patient profile” means a readily retrievable, centrally located
information record which contains, but is not limited to:
patient demographics, allergies, and medication profile.

“Pharmaceutical care” means the provision of drug therapy and
other pharmaceutical patient care services intended to
achieve outcomes, related to the cure or prevention of a dis-
gase, elimination or reduction of a patient's symptoms, or
arresting or slowing of a disease process, by identifying
potential and actual drug-related problems, resolving actual
drug-related problems, and preventing potential drug-related
problems.

“Pharmacy law continuing education™ means a continuing educa-
tion activity that addresses practice issues related to state or
federal pharmacy statutes, rules or regulations, offered by an
Approved Provider.

“Prepackaged drug” means a drug which is packaged, ordinarily
in frequently prescribed quantities, Iabeled, in compliance
with AR.S. §§ 32-1967 and 32-1968, for storage and subse-
quent dispensing by a pharmacist, or pharmacy intern under
the supervision of a pharmacist, who at that time verifies that
it is properly iabeled for the patient.

“Provider pharmacist” means the pharmacist who supplies medi-
cation to & long term care facility and maintains medication
profiles.

“Radiopharmaceutical” means any drug that emits ionizing radia-
tion and includes:

Any nonradioactive reagent kit, nuclide generator, or
ancillary drug intended to be used in the preparation of
any radiopharmaceutical but does not include drugs
such as carbon-containing compounds or potassium-
containing salts, that contain trace quantities of naturally
occurring radionuclides; and

Any biological product that is labeled with a radionu-
clide or intended to be labeled with a radionuclide,

“Radiopharmaceutical quality assurance” means the performance
of appropriate chemical, biological, and physical tests on
potential radiopharmaceaticals and the interpretation of the
resulting data to determine the suitability of the potential
radiopharmaceunticals for use in humans and animals.
Radiopharmaceutical quality assurance includes internal test
assessment, authentication of product history, and the keep-
ing of proper records.

“Radiopharmaceutical services™ means, the procuring, storing,
handling, compounding, preparing, labeling, quality assur-
ance testing, dispensing, distributing, transferring, record-
keeping, and disposing of radiochemicals,
radiopharmacenticals, and ancillary drugs, and includes qual-
ity assurance procedures, radiclogical health and safety pro-
cedures, consulting activities associated with the use of
radiopharmaceuticals, and any other activities required for
the provision of pharmaceutical care,

“Remodel” means to structurally alter the pharmacy area or loca-
tion.

“Remote drug storage area™ means an area that is outside the pre-
mises of the pharmacy, used for the storage of drugs, locked
to deny access by unauthorized persons, and secured against
the use of force.
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“Resident” means a person admitted to and residing in a long term
care facility.

“Sterile pharmaceutical product™ means a dosage form free from
living micro-organisms.

“Strength™ means:

The concentration of the drug substance (for example, w/w,
w/v, or unit dose/volume basis) and/or

The potency, that is, the therapeutic activity of the drug sub-
stance as indicated by bioavailability tests or by controlled
clinical data {(expressed, for example, in texms of unity by ref-
erence to a standard).

“Supervision” means the pharmacist shall be present, assume legal
respansibility, and have personal oversight of activities relat-
ing to the acquisition, preparation, distribution, and sale of
prescription medications by pharmacy interns or supportive
personnel.

“Supplying” is means selling, transferring, or delivering to a
patient or a patient’s agent the-issuing-ef 1 or more doses of;
A nonprescription preprietary drug in the original container
of a manufacturer for subsequent use by the patient, or
A compressed medical gas in the original container of 2 man-
ufacturer_or compressed medical gas distributor for subse-
quent use by the patient.

“Supportive Personnel” means an individual trained to perform
activities related to the preparation and distribution of pre-
scription medications, under the supervision of a pharmacist
and consistent with policy and procedures as required in R4~
23-403,

“Transfill” means the manufacturing process by which one or
more compressed medical gases are transferred from a bulk
container or containers to a properly labeled container or con-

tainers for subsequent distribution or supply,
“Wholesale distribution™ means distribution of drugs to persons

other than a consumer or patient, but does not include:
The sale, purchase, or trade of a drug or an offer to sell,
purchase, or trade a drug for emergency medical rea-
sons. For purposes of this section, “emergency medical
reasons” includes transfer of prescription drugs by a
community or hospital pharmacy to another community
or hospital pharmacy to alleviate a temporary shortage;
The sale, purchase, or trade of a drug, an offer to sell,
purchase, or trade a drug, or the dispensing of a drug
pursuant to a prescription; :
The distribution of drug samples by manufacturers' rep-
resentatives or distributors' representatives; or
The sale, purchase, or trade of blood and bleod compo-
nents intended for transfusion,

“Wholesale distributor” means any one engaged in wholesale dis-
tribution of drugs, including, but not limited to manufactur-
ers; repackers; own-label distributors; private-label
distributors; jobbers; brokers; warehouses, including manu-
facturers' and distributors' warchouses, chain drug ware-
houses, and wholesale drug warehouses; independent
wholesale drog traders; and retail pharmacies that conduct
wholesale distributions in the amount of at least five percent
of gross sales.

ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS

R4-23-692. Compressed Medica! Gas Distributor
A. Permit;

1. A person shall not manufacture, process, transfill, pack-
age, or label 2 compressed medical gas before a com-
pressed medical gas distribufor permit is issued by the
Board or its desiemee following a satisfactory final
inspection by a Board compliance officer.
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Refore operating as a compressed medical gas distribu-

tor. a person shall register with the FDA ag 2 medical

gas manyfacturer and comply with the drug listing
requirements of the federal act,

To obtain a compressed medical gas distributor permita

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:

Pursuant to a compressed medical gas order; and .

If the compressed medical pas is listed on the dis-

1ributor’s permit application. To receive approval

to distribute an additional compressed medical gas,
the permittee shall request that the permit applica-
tion be amended.

i, The permittee shall send a written request 1o
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 orfginal permit application.

iii. ¥ arequestto amend an original permit appli-
cation includes the documentation referenced
in subsection (AY4)(b)(if) and if the Board or
its designes 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 pas distributor permit is subject
to denial, suspension, or revocation under AR.S. § 32-
1932,

Current Good Manufacturing Practice: A compressed medi-

cal gas digtributor permittee shall comply with the current

ood manofacturing practice requirements of 21 CFR 210

through 211, published April 1, 1996, (and no fofure amend-
ments or editions), incoporated by reference and on file with
the Board and the office of the Secretary of State,
Records: A compressed medical gas distributor_permittee
shall establish and implement written procedures for main-
taining records pertaining to production, transfilling, process
control, labeling, wackaging, quality centrol, distribution,
complaints, and any jnformation 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 2 vears

after distribution of the compressed medical gas or 1

vear after the expiration date of the compressed medical

gas, whichever is longer,

i J

=

D.

2. A permnittee shall make the records required by this Arti-
cle and 21 CFR 210 through 211 available within 48
hours for review by the Board, its compliance officers,
orthe FDA,

Inspections: A permittee shall make the compressed medical

gas distributor’s facility available for inspection by the Board
or its compliance officers under AR.S, § 32-1904.

R4-23-693. Compressed Medica} Gas Supplier
A. Pemmit;

1. A person shall not supply a compressed medical gas
before a_compressed medical gas supplier permit is
issned by the Board or its designee following 2 satisfac.
tory final inspection by a Board compliance officer,

2. To obtain a compressed medical gas supplier permit a
person shall submit a completed application, on a form
furnished by the Board, to the Board's office.

3. A compressed medical gas supplier permittee ghail sup-

ply a compressed medical gas onlty:

2. Pursuantto a compressed medical gas order, and

b, Tothe consumer, patient. or ggent of the consumer
or patient for whom the compressed medical gas

A compressed medical gag supplier permittee shall not

manufacture, process, transfill, package. or label a com-

pressed, medical gas. except as sef forth_in_subsection

(B)X2)

Records: A compressed medical pas supplier permitice shal

establish and implement written procedures for maintaining

records. pertaining to_acouisition and distribution of, and
gomplaints related to, compressed medical gases.

1, A permittee shall ensure that 2 compressed medical pas
order ig obtained and filed for each compressed medical
gas container supplied by the permittee.

2. A permittee shall ensure that each compressed medical
gas container supplied by the permitiee contains 2 label
bearing the name and address of the compressed medi-
cal gas supplier.

3, A permiftee shall retain the records required by this
Article for at least 2 vears after supplying the com-
pressed medical gas or 1 vear after the expiration date of
the compressed medical gas, whichever is longer.

4. Avpermittee shall make the records required by this Arti-
¢le available within 48 hours for review by the Board or
its compliance officers,

Inspections; A permittee shall make the compressed medical

gas supplier’s facility available for inspection by the Board or

its compliance officers under AR.S. § 32-1904.

o

NOTICE OF FINAL RULEMAKING

TITLE 15. REVENUE

CHAPTER 10. DEPARTMENT OF REVENUE - GENERAL ADMINISTRATION

PREAMBLE

Sections Affected
Article 1 Amend
R15-10-101 Amend
R15-1G-102 Repeal
R15-10-102
R15-10-105 Amend
R15-10-107 Amend

New Section
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R15-10-109 Amend
R15-10-117 Amend
R15-10-121 Amend
R15-10-130 Amend
R15-10-131 Amend
R15-10-132 Amend
R15-10-201 Amend

2. The specific authority for the rulemaking, including both the authorizing statute {general) and the statutes the rules are
implementing (specific):
Authorizing statutes:A.R.S. §§ 42-105, 41-1003
Implementing statutes:A.R.S. §§ 41-1092,01, 41-1092.02, 42-122, 42-123, 42-124

3. The effective date of the rules:
January 20, 1998

4. A list of all previous notices appearing in the Register addressing the final rule:
Notice of Rulemaking Docket Opening:1 A.AR. 2707, December 15, 1995

Neotice of Rulemaking Docket Opening: 3 A.A.R.1222, May 2, 1997
Notice of Proposed Rulemaking: 3 A.AR. 2359, August 29, 1997

5. The name and address of agency personnel with whom persons may communicate regarding the rulem aking:

Name; Ernest Poweli, Tax Analyst
Address: Tax Research and Analysis Section
Arizona Department of Revenue
1600 West Monroe
Phoenix, Arizona 85007
Telephons: (602) 542-4672
Fax: {602) 542-4680

6. An explanation of the ryle, including the agency's reasons for initiating the rule:
The rules provide taxpayers with the procedures to follow when appealing a decision of the department regarding taxes admin-
istered under AR.S. § 42-111. The rules were initlated as a result of the department's 5-year review of Chapter 10 and subse-
quent legislative changes. The rules are adopted as repealed, added and amended to make them more clear, concise and
understandable, to conform o current rulemaking guidelines and to incorporate legistative changes.

7. Ashowing of good cause why the rule is necessary o promote a statewide interest if the rule will diminish a previous grant of

authority of a_political subdivision of this state:
Not applicable.

8. The summary of the economic, small business, and consymer impact:
Identification of the Rulemaking: ‘

The department has adopted the rules as repealed, added and amended to make them more ¢lear, concise and understandable and
to conform to current rulemaking guidelines.

In addition, Laws 1995, Chapter 251 added a requirement that all administrative hearings regarding contested cases, other than
income tax, withholding tax, estate tax, or any issue associated with income tax, withholding tax or estate tax shall be conducted
by the newly created Office of Administrative Hearings. Laws 1996, Chapter 102 added a requirement for the Office of Admin-
istrative Hearings to conduct hearings regarding “Appeatable agency actions.” Laws 1996, Chapter 128 added a provision
which allows taxpayers to appeal directly to tax court in gertain circumstances. The department has adopted the rules as
repealed, added and amended to incorporate the legislative changes.

Summary of Information in the Economic, Small Business, and Consumer fmpact Statement:

It is expected that the benefits of the rules will be greater than the costs. The repeal, addition and amendment of these rules will
benefit taxpayers by making the rules more clear, concise and understandable. In addition, the repeal, addition and amendment
of the rules will benefit the taxpayers by making the rules conform with current statutes. The department will incur the costs

associated with the rulemaking process. Taxpayers are not expected to incur any expense in the repeal, addition and amendment
of these rules.

9. A description of the changes between the proposed rules, including supplemental notices, and final rules (if applicable):
The Notice of Proposed Rulemaking submitted to the Secretary of State's Office showed strike-outs through the word “an” and

undetlining of the words “a” and “proposed” in R15-10-101(8). However, due to a publishing error, the strike-outs and underfin-
ing were not shown when it was published in the Arizona Administrative Register. The strike-outs and underlining are included
in the rule as adopted.
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The word “one” in R15-10-131(D) was changed to the numeric “1” when the Notice of Proposed Rulemaking was published in
the Arizona Administrative Register. The word “one” is used in the rule as adopted.

The Notice of Proposed Rulemaking submitted to the Secretary of State's Office showed strike-outs through the language
«which sets forth the reasons for the decision” in R15-10-131(T). However, ductoa publishing etror, the strike-outs were printed
as underlining when it was published in the Arizona Administrative Register. The strike-outs are included in the rule as adopted.

In R15-10-131(D)(1) the word “are” is used rather than the word “i5™ after the underlined word “decision” and also after the

stricken word “decision.”

In addition, based on the review performed by staff to the Governor's Regulatory Review Council, the department corrected

minor grammatical errors.

10, A summary ofthe principal comments and the agency response to them:

The department did not receive any written or oral comments on the rule action after the publication of the rulemaking in the

Notice of Proposed Rulemaking.

11. Any other maffers rescribed by statute that are applicable fo fhe specific agency or to any g ecific rule or class of rules:

None.

12. Incorporations by veference and their location in the rules:

None.

13. Wastherule previously adopted as an emergency rule?

No.

14. The full text of the yules follows:

TITLE 15. REVENUE

CHAPTER 10. DEPARTMENT OF REVENUE - GENERAL ADMINISTRATION

ARTICLE 1. APPEAL HEARING PROCEDURES

Section B

R15-10-101. Definitions ‘ ‘

R15-10-102. Scope of Article | Matters-Subjeet-to-the-Hearing
Procedure-Rules

R15-10-105. Petition .

R15-10-107. Timeliness of Petition

R15-10-109. Memoranda

R15-10-117. Evidence -

R15-10-121. Subpoena by Pg.xgoner

R15-10-130. Decisions and Orders )

R15-10-131. Review of Decision of the Hearing Officer gr ALJ

R15-10-132. Appeal of the Final Order of the Dgpartm‘ex}t'gf
to-State-Board-of Fax-Appealsr-Divisien

Revenue -
Twe

ARTICLE 2. ADMINISTRATION

Section ) o
R15-10-201. Closing agreements relating to tax liability

ARTICLE 1. APPEAL HEARING PROCEDURES

R15-10-101, Definitions o _
For purposes of gke.}mg—pfeeeéufe-ﬁﬂes"*ﬂ this Article:

1. “ALJ” means an administrative law_judge w_hc.) igsues
™ decisions_on behalf of the Office of Administrative
Hearings established by ARS. §41-1092.01. .

2.3 “Day” means a calendar day. If the 1ast dz}y for filing a
=" document under the provisions of this Article falls on 2

Saturday, Sunday, or legal holiday, the docgment is

shall-be considered timely if filed on the following busi-

ness day. .

3. 2. “Department” means the Arizona Department of Reve-
" nue as represented by personnel of the applicable sec-

tion or area. ) ) o
4. 3- “Notice” means z the written notification, detesmination
™ issued by the Department, of a tax assessment, refund

denial, or any other action taken or proposed to be taken
that is subject to appeal as a contested case or an appeal-
able agency action under AR.S Title 41, Chapter 6-as

5. 4- “Petition” means a written request for hearing, correc-
tion, or redefermination ef-p-tax-gssessment-or-of-a
refund-denial, including all applicable attachments.

6. 5- “Petitioner” means the taxpayer or the representative of
the taxpayer who files a petition.

7. “Refund denial” means a taxpaver's claim for a refund
of tax, penalty, interest or refundable credit that has
heen denied by the department.

8. 6- “Tax assessment” means any tax issue whether associ-
ated with 3 a8 propoesed amount due or the application of
penalties and interest.

IE!.E }*&.hﬁ*i me]aa‘as &ai armount due-ineluding~the

R15-10-102, Scope of Article 1 Matters-Subjeet-to-the-Hear-

A Depariment hearing officer shall conduct all hearings regarding
taxes administered the Department under AR.S §42-111

nnless ARS8, § 41-1092.02 requires that an ALJ hear the matter.
Allsantare accisnadbutha Diroatar o the danrine Offioa-shallbe

&)

R15-10-105. Petition

A. The petitioner shall mail the petition-shail-be-direeted to the
applicable section at the Department of Revenue headquar-
ters in Phoenix, Arizona or hand-deliver the petition to the
License and Registration Section in any Department of Reve-
nue office. A petitioner that hand-delivers a petition_shall
clearly mark the envelope to indicate that it is 2 petition. The
License and Registration Section shall provide a receiptto a
petitioner that hand delivers a petition, The Department shali
not charge a Ne fee is-charged-for filing a petition or any sup-
porting documents.
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£ ste Eiduc . horied-toint
the-preceedings: The patitioner shall sien the petition,
2. The petitioner A-petition shall file the original and cne
copy of the petition be-filed-in-duplicate,
B. A petition regarding a tax assessment or a refind denial shall
include the following:

1. The taxpayer's Faxpayer's name, address, federal identi-
Fcation number. and all_applicable state identification

nunbers mumber. If there is a difference—varianece
between the taxpayer's name set-forth in the notice and
the taxpayer's name in the petition ef-the-petitioner, the
petition shall contain an explanation of explanatery
statement-regarding the difference verlanee, A petition
that concerns a married-filing-foint return_shall include
the last known neme and address of both individuals;

2. A copy of the notice or a statement that which refer-

ences the tax type and the tax period involved and con-
1ains inchades the amount of the tax assessment Hability
or refund glaimed including tax, penalfies, intetest and
refundable credits denial, the-tex-period-and-the-amount
incontroversy-if different-from-the-tax-assessment;

3. A statemnent of the smount of the tax assessment or
refimd denial that is protested;

43- A statement Stetement of errors alleged to have been
committed by the Department in the determination of
the tax gssessment Hebility or refund denial that is pro-
tested;

34 A statement Statement of facts and legal arguments
upon which the taxpayer relies to support the statement

elfeged-to-have-beencommitted-by

assigament of errors

65 The relief Rekefsought;-&ad
1.6: Whether an oral hearing is requested; and

8 The payment for all unprotested amounts of tax, interest

and penalties.

C. A petition reparding matters other than a tax assessment or a

refund denjal shali include the following:
The taxpayer's name, address, federal identification
pumber, and all applicable state identification numbers,
If there is a difference between the taxpaver's name in
the notice and the taxpayer's name in the petition, the
petition shall contain an explanation of the difference;
A copy of the notice or a statement describing the
action, proposed action or determination for which a
hearing is sought;
A statement of errors alleged to bave been committed by
the Department in its action:
A statement of facts and legal areuments upon which the
faxpaver relies to support the statement of errors;
The relief songht; and
Whether an oral hearing is requested.

R15-10-107. Timeliness of Petition
A, A petition regarding taxes other than individual income tax is

timely filed with the Department if it s filed a3 preseribed by
R15-10-1065(A) meeetveé—by—ihe-ﬁepmmem within 45 days

affer the taxpayer receives the tax assessment or refund
denial from the Department.

B. A petition for an individual income tax assessment or refund

denial is timely filed with the Department if it is filed as pre-

scribed by R15-10-105(A) is-reecived-by-the-Department

within 90 days after the Department mails mailing-of a notice
to the taxpayer.

o

i

Joo

i~

=B
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C. A petition or an extension Iequest
filed on the date shown by 1ts Us,
D. the taxpa

A

O the taxpa e!" re re
shall submit an extension request-n-visitias
gxpiration of the time allowed for "lz' e

subsection (A) or subsect:on {E)

request shall be in

additional ﬁééi&e&a} time not to éxceed 60 da vs may-be

granted at the discretion of the Heanng Office Qﬁﬁeeﬁ
on stxpulatmn of the parties. :
If the H ffice d

2

ified in subsection {A) or subsection (R).:

E. 2:The Hearing Office Offieer shall dismiss & petition w]
Hearing Office Officer determines is tiot  timely ﬁle :
., E:If the taxpayer does not file a petition protestiné 4 de
assessment within the time prescnbcd, the takpayer may
after paying the tax assessment in ﬁ:ll apply fora refund pur
suant to statutory provisions. :

R15-10-109. Memoranda

A.  Any party to the hearing ﬁ"?&ﬂﬁ@ﬁéf may il
grandum memmeranda, which further explains explain
facts or the application of the law to the fac:s atany tim
before the conclusion of the hearing: =7

B. Any party to the hearing PeMemng-memepaaé& ay ;11_!_1_
mit a post-hearing memorandum ed-byenny .
the-hearing at the discretion of the Hearing Officer or at thé
request of the Hearing Officer. 100 = :

C. Post-hearing memoranda shall be submitted within a teason
able period of time, as agreed to by thc pame' or as feter:
mined by the Hearing Officer. B

R15-190-117. Evidence

Al Each patty to a hearing may; =
Call eall and examine w1tnesses,
Introduce introduce exhibits, -
Cross-examine eross-examing opposmg Wi
any matter relevant to the issues even though the matte
was not covered in the direct examination,
Dispute dispute the testimony of any witness
of which party first called the witness totestify,and
,Cia,lj_e,gg, eha%leage the evzdence presented TheHear

o oo

.ragardl_e _

e

i

The Hcanng Ofﬁcer shall ad:mt any relevant evic en

tious. :
C. A party may substitute an exact copy of an ongmal_ exiu_
D. The Hearing Officer may call anvone a. t_h_ hear ng to.te sti

R15-10-121. Subpoena by Pet:tioner
A. A petmoncr rcquestmg a subpocna shali _,gp_x Faake-apph

days before the hearing.
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The Hearing Office shall not issue fssuanee-of a subpoena for
shaltnet-be-used-to-obiain confidential or privileged informa-
tion.

Decisions and Orders

The Hearing Officer shall issue a written decision, which sets
forth the reasons for the decision, after reviewing the evi-
dence submitted by the petitioner and the Department.

A decision dismissing a petition as incomplete or not timely
filed shall be based on the Hearing Officer's review of the
petition, documents available, and any information officially
neticed.

The Hearing Office shall mail the decision of the Hearing
Officer,_by certified mail, shall-be-mailed to the last known
address of the taxpayer petitioner-return-reecipt-requested.
The Hearing Office shall immediately forward a A copy of
the decision shall-be-immediately-forwarded to the applicable

section in the Department of Revenue and to the Director.

R15-10-131. Review of Decision of the Hearing Officer or
ALJ

A.

I

The Eewep&a&-pm*deé&w&bsee&en—@}—ehe decision of the
Hearing Officer or ALJ is the final order of the Department

of Revenueras-ef-the-dote-the-petitionerreceivesthe decision

which-is-meted retum-receipt-requested-pursuant-to RI5-10-
$36(Crunless—within 30 days after the taxpayer petitioner
receives the decision unless prior to that time:

1. The petitioner or the Department petitions the Director
to review the decision, or

2. The Director independently determines that the decision
requires review.

The Dircctor may grant an extension of time for filing a peti-

tion for review on a showing of good cause, if the request for

an extension is in writing and is filed with the Director before

the expiration of the 30-day period prescribed in subsection

(A).

A petition or an extension request filed by mail is congtdered

filed on the date shown by the UJ.S. Postal Service postmark,

D. €The Director may_grant a review of the A decision of the
Hearing Officer or ALJ if one of the parties asserts that any
of the following causes has materially affected the party's
1ght§wmwed4memmmmﬁaémgﬁ

[

E.
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ston-by-the-Hearing Officer:

1. The That-the findings of fact, conclusions of law, order
or decision are not supported by the evidence or the
deeiston-s are contrary to law;-

2. The party seeking review was deprived of a fair hearing
due to irregularity in the proceedings, abuse of discre-
tion, or misconduct of the prevailing party;

3. Accident or swprise which could not have been pre-
vented by ordinary prudence;

4. Material evidence which has beens-newly discovered;

5.  Ermor in admission or rejection of evidence or other
errors of law occurring at the hearing or during the
progress of the action; or

6.  That the decision is the result of bias or prejudlce

The Director may independently determine to review a deci-

sion of the Hearing Officer or ALY if it gppears that any of the

causes listed in subsection {D) may have materially affected a

party's rights.

B:The petition for review of the Hearing Officer’s or ALI's
decision shall be in writing, shall state the grounds upon

which the petition is based, and the Director may prant leave
Io amend the petition mey-be-amended at any time before it is
ruled upon by the Director, At the time of filing, the petition-
ing party shall also serve a copy of the petition on the other
party.

G. E:If Netiee-that the Director has independently determined that

the decision requires review, the Director shall send. by cert-
ed mail= Bgtit‘ cation of intent to review to the taxpayer, be

wafdeé-te-%he—gepaﬁnea% not more than w&thm 30 days aﬁer
of the taxpaver's petitioner’s receipt of the Hearing Officer's

or ALY's decision which-is-meiled-return-receipt-requested
pursuant-to-RIS-10-130(6).

H. ¥On petition for review, or on the Director's independent

=

review:

I. The Director may open the decision of the Hearing
Officer Offiee or ALJ take additional evidence, amend
findings of fact and conclusions of law, or make new
findings and conclusions, and issue a new decision;

2. The Director may issue a decision that summarily deny-
e 4 on & s evin il e Di A

deeisien affirms the Heasdng-Officer's decision of the
Hearing Officer or AL or

3. The Director may remand any matter to the Hearing

Office, the Office of Administrative Hearings, or the
appropriate section or area of the Department at the

request of either party or at the Director's discretion.

L ©-The Director's decision;which-sets-forth-the-reasens-for-the
deeision; shall be gent by certified mail meiled to the tax-
paye peaﬁeaef at the ta:xpayer’g last Icnown add:ess—fem

The taxpayer may appeal a Director's decision or a decision
that is final pursuant to subsection {A) to the State Board of

Tax Apnpeals or tax court under R15-10-132,

R15-10-132. Appeal of the Final Order of the Department of
to-Siate-Board-of- Fax-Appeals; Bivision-Tweo

Revenue

A.

Within 30 davg of the date an_order of the Department

becomes final, a_taxpaver disputing the final order of the

Department of Revenue may:

1. File an Am appeal may-be-filed with the State Board of
Tax Appeals, Divisien¥we; or

2. Bring an action in tax court, unless the case involves an
individval income tax dispute of less than 35,000 -by-a

If the Director is reviewing the Hearing Oﬁ" icer's or ALT’s

decision under R15-10-131

, such review by the Director
shall be completed before an appeal can be taken to the State
Board of Tax Appeals;-Bivision—Fwe or an action can be
brought in tax court.

ARTICLE 2. ADMINISTRATION

R15-10-201, Closing Agreements Relating to Tax Liability

A,

Page 466

A closing agreement Glosing-agreements provided for in See-
dor ARS. §42-123 or ARS8 § 43.139.06 may relate to any
taxable period.

1. A closing agreement entered into Weith-respect-to for
taxable periods ending prior o the date of the agree-
ment-the-matier-agreed-upen may relate to the total lia-
bility of the taxpayer or it-may—relate to 1 or more
separate items affecting the Hability of the taxpayer.
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2. A closing agreement entered into With-respeet-te for by an authorized employee of the Departmeént. Fhe-procedure
taxable periods ending subsequent to the date of the for-entering-into-closing-agreements-shall-be-asfollows:

agreementythernaiter-apreed-upon may shall only relate 1
to one or more separate items affecting the Hability of
the taxpayer.

3. B-The Department and the taxpaver may enter into a clos-

ing_agreement
even though under the agresment the taxpayer is not lia-

ble for any tax for the period to which the agreement
relates.
4. There may be a series of closing agreements relating to
the liability of a taxpayer for a single taxable period.

A closing agreement shall be in writing and shall state the B:
conditions of the agreement.

A closing agreement is not effective until it is signed by the nternal-Revenve-Seorvice-or-the-taxpayerat-the-federal devek
taxpayer or an authorized representative of the taxpaver, and Adb-elosing-pereements-shell-provide-for sueh-reopening:

NOTICE OF FINAL RULEMAKING

TITLE 19. ALCOHOL, HORSE AND DOG RACING, LOTTERY, AND GAMING

CHAPTER 2. ARIZONA RACING COMMISSION

PREAMBLE
Sections Affected Rulemaking Action
R19-2-1G3 Amend
R19.2-106 Amend
R19-2-303 Amend
R19-2-306 Amend

The specific authority for the rulemaking, including both the authorizing statute (general) and the statutes the rules are

implementing (specific):
Authorizing statute: §§ 5-104(A)(2) and 5-104(T)

Implementing statute: §§ 5-107 and 5-107.01, 5-107.02, 5-108, 5-108.01, and Title 41, Chapter 6, Article 7.1

The effective date of the rules:
January 6, 1998

A list of all previous notices appearing in the Resister addressing the final rule:
Notice of Rulemaking Docket Opening: 3 A AR 2033, August 1, 1997

Notice of Proposed Rulemaking: 3 A .AR. 2548, September 19, 1997

The name ard address of agency personnel with whom persons may communicate regarding the rulemaking:
Name: Paul Ryneveld

Address: Arizona Department of Racing
3877 North 7th Street, Suite 201
Phoenix, Arizona 83014

Telephone: (602) 277-1704

Fax: (602) 277-1163

An explanation of the rule, including the agency’s reasons for initiating the rule:
The amendments to the rules will establish time-frames for the issuance of licenses and permits as required by A.R.S. § 41-1072
et seq.
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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 political subdivision of this state:
Not applicable.

8. Thesummary of the ecopomic, small business, and consemer impact:
There will be no economic irmpact to small businesses or consumers. If there is any impact, it will be on the Department itself
due to the increased level of compliance necessitated in the rule change.

9. A description of the changes between the proposed rules, including supplemental notices. and final rules (if applicable):
Several minor grammatical changes were made to the final text at the request of the Governor’s Regulatory Review Council.
Other major changes occurred to the time-frames themselves with the addition of time-frames for temporary permits and
licenses. The reference to A.R.S. § 23-11-1 et seq. was removed from R19-2-103 and R19-2-303. Subsection (H) of R19-2-106
and R19-2-306 was also changed. Explanation of these changes may be found in the Cencise Explanatory Statement.

10. A summary of the principal comments and the agency response to thems:
None,

11. Any other matters prescribed by sfatute that ave applicable to the specific agency or fo any specific rule or class of rules:
None.

12. Incorperations by reference and their location in the rules:
None,

13. Was this role previously adopted as an emergency ruje?
Neo.

14. The full text of the rules follows:
TITLE 19. ALCOHOL, HORSE AND DOG RACING, LOTTERY, AND GAMING

CHAPTER 2. ARIZONA RACING COMMISSION

ARTICLE 1. HORSE RACING b, If the apoplication package is incomplete, the

. Department shall issue a writien notice that speci-
Section . . fies what information is required and return the
gig%‘ig‘z E?(t:'gfl:;iﬁpphcatmns application. If the application package is complete,

b ] the Department shall provide a written notice of

ARTICLE 3. GREYHOUND RACING administrative completeness.

. ¢. The Department shall deem an application package
ff‘;“g“s 03 Permit Aoslicat withdrawn if the applicant fails to file 2 complete
R%9:2:3 06, L?:‘::;::in pplications application package within 180 days of being noti-

- & fied that the application package is incomplete.
ARTICLE 1. HORSE RACING Substantive review time-frame. Within 30 days after
R19-2-103.  Permit Applications sion, with the recommendation of the Department, shall
determine whether the applicant meets all substantive
requirements and issue a written notice granting or
denying the permit,

o

A. Any person or persons, associations, or corporation desiring
to hold or conduct a horse racing meeting within the state of
Arizona shall file with the Commission 10 copies of a permit
application as set forth in AR.S. § 5-107.

. . . 3. Qverall ime-frame. For the purpose of ARS. § 41~
B. The Department shall not issue a permit Ne-pesmit-shall-be : s
issued until the applicant has furnished the-Commission-with ;.:;73' t?e pen_artment e@ﬁﬁm—f@m—*—’m—'
evidence of compliance with ARS. § 23-901 et seq. irames tor ISSUMg a permis, o
(Worker's Wefiaﬁem Compensatmn) nd-ARS-§- 231104 3. Administrative_completeness review time-frame:
728 days:
C. Permit applicants shall submit to the Commission the names b. Substantive review time-frame: 30 days:
of the proposed track officials at least 60 days prior to the c. QOverall time-frame: 758 days,
beginning of their meet, along with a short biographical 4. Renewal and temporary permit time-frames. The admin-
sketch of each official not previously licensed in the same Istrative completeness review time-frame is 30 davs. the
capacity by the Department. substantive review time-frame js 30 davs, and the over-
D. A permit application shall specify the number of races to be all time-frame is 60 days, excluding time for mailing.
Tun on 2 daily basis. The renewal or temporary permit is considered adminig-
E. Racing shall be conducted only on those days granted by per- tratively complete unless the Department issues a writ-
mit. ten_notice of deficiencies to the applicant. Temporary
E. Permit Application Time-Frames. permits are valid until a full permit is awarded or until
1.  Administrative completeness review time.frame. the Commission revokes the temporary permit,

a2, Within 728 days after receiving an application
package, the Department shall determing whether ~ R19-2-106.  Licensing
- the application package contains the information A. Al persons participating in any capacity in a racing meeting,
required by subsections (A C), and (D), including all persons whe performn services in connection
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with the conduct of the racing meeting, shall be-required-to
obtain a license from the Department, except:

1.

Those persons performing services during a county fair
race meet who are identified as yolunteers welunteer
help.

Any person owning less than 10% of all classifications
and types of outstanding shares of stock of any permit-
tee or licensee.

B. Applications

L

A_person zpplving An-epplication for a license shall
complete the be-maade-en-a form prescribed by the

Department, _All spplicants and el licensees are obli-
gated to know and follow the provisions of the rules
governing racing in the state of Arizona.

The Department may issue written instructions regard-
ing as-te the preparation and execution of the license
application, and the whieh instructions may be a part of
or separate from the application form, or both.

A schedule of license and fingerprint processing fees
shall be displayed prominently at each track.

Each applicant 18 years of age or older shall submit to
being fingerprinted. The fingerprints Said-prints shall be
taken by the Department or certified by a municipal
police department, sheriff’s office, or other recognized
authority acceptable to the Department,

C. License applications shall be submitted to the Department
office located on the grounds of a permittee or other desig-
nated facility.

D. License procedure

L

2.

=

o
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A license application shall be granted or denied by a
steward and fransmitted to the Director. '

In considering each application for a license, the stew-
ard may require the applicant, as well as the suek appli-
cant’s endorsers, to appear before the steward and show
that the said applicant is qualified in every respect to
receive the license requested. Ability as well as integrity
shall be clearly shown by the applicant in order to
receive a license.

An applicant who fails to pass the test for a frainer’s
license shall wait at least 6 months before retaking the
test.

Administrative completeness review time-frame,
a  Within 85 days after receiving an application pack-
age, the Department shall determine whether the
application package containg the information
required by subsections (B). (C). and (DY1),
(R)2), and (DY(3).
If the application package is _incomplete. the
Department shall issue a written notice that speci-
fies what information is required and retumn the
application. If the application package is complete,
the Department shall provide a written notxce of
administrative completeness.
The Department shall deem an application package
withdrawn if the applicant or licensee failsto file a
complete application package within 10 days of
being _notified that the application package is
incomplete.
Substantive review time-frame: Within 5 days after
receipt of a complete application package, the Depart-
ment shall determine whether the applicant or licensee
meets all substantive requirements and issue a written
notice granting or denying a license,

=

g

i~

e _purposé o AR'S...':.:!ﬂ'

O
1073, the Depam‘nent establishes the fol!owmg tm’se—ﬂ-_

frames for issuing a lizense.

2. Administrative_completeness review tlme-frame

83 days.

b, Substantive review time-frame; 5 days,
¢, Qverall time frame: 90 days,

Temporary license time-frames. Al licenses are temuno-

rary for 90 days wnder AR.S. § 5-108(F). Unless the
Department denies the anplicant, the temno license
automatically becomes a license after 90 days The
administrative completeness review time-frame for a
temporary license is 1 day, the substantive review time-
frame is 1 day, and the overall time-frame is 2 days,
excluding time for mailing. A temporary licenss is con-
sidered administratively complete unless the Depart-
ment issues a written notice of deficiencies to the
applicant.

E. Denials

1.

A license may be denied if the applicant:

a. Habitually has Has been or habifually is intoxicated
or a user of narcotics within the grounds of the per-
mittee pursuant 0 A.R.S. § 36-2501(A)8);

b. Has failed to disclose the true ownership or interest
in any horse.

Whenever a license is denied, the Department shall

report the reasons for the denial shell-be-—reported in

writing to the applicant and to the Association of Racing

Commissioners International, Inc. and the North Ameri-

can Pari-mutuel Regulators Association.

F. General requirements and restrictions

G.
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1.

Fees

1.

A licensee who is employed in more than 1 category or
who changes from 1 category to another shall must be
licensed in each category.
A licensee who is an official at different types of tracks
(horse, harness, or greyhound) shall must be licensed at
each type of track.
The Department shall not license a 4 person under 16
years of age mey-not-be-licensed in any capacity other
than as an owner, and shall not license a #e person under
18 sh&H—be—heeﬂseé as an official, trainer or assistant
trainer. Any person ewser under 18, licensed as an
owner, shail have a parent or guardian sign the such
owner's license application,the parent or guardian
assuming full financial responsibility for the applicant,
before that person can be licensed.

Each license shail expire on the 30th day of June, 1995,

and every 3rd year thereafter, except that:

a. Apprentice jockey licenses expire as provided in
R19-2-109(D)(1)(c).

b.  One-year licenses may be issued for mutuel work-
ers, concession workers, and peace officers. Such
licenses shall expire on the 30th day of June, 1995,
and every year thergafter,

All persons, when present in the bam area of a horse

track, in paddock areas, or in any other restricted area

shall saust wears-in-fall-views a their photo identification
badge bedges issued by the Department or a pass issued
by the permittee jn full view.

lst Year 2nd¥Year 3rd Year

Three-year licenses:

a,  New stable name:

b. Owner/trainer, jockey
agent, jockey, or

$124 $112 5100
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apprentice jockey: 75 50 25

c. Owner, trainer, assistant
trainer, veterinarian,
authorized agent, official,
lessee, lessor, or stable
name renewal: 36 24 12

d. Oceupational license: 15 10 5

QOne-year licenses: 7

Duplicate license: 5 5 5

Temporary claiming license: 36 36 36

Authorized agent when

licensed in another category: 5 5 5

6. Authorized agent when not
licensed in another category: 36 24 12

All licenses are temporary under ARS § 5-108

completion-efneeessary The Department shall perform back-

ground investigation, including fingerprint fngerprinting
processing through the Department of Public Safety and the

FBI, and research and review of records of the Association of

Racing Commissioners International, Inc., the North Ameri-

can Pari-mutuel Regulators Associafion, information sys-

tems, courts, law enforcement agencies, and the Departmnent
within time-frame prescribed in R19-2-106(D)(4).

Authorized agents

1. A person may hold a license An-sutherized-ngent-may
be-licensed solely as an authorized agent or be licensed
as an authorized apent and mey-alse be licensed in
another category.

2. The principal shall sign the application for a license on

behalf of a5 an authorized agent shalt-be-sizned-by-the
peineipal and clearly set forth the powers of the agent,
including whether the agent is empowered to collect
money from the permittee. The application Sueh-instru-
ment shall be either notarized or signed in the presence
of a Department employee and 2 copy filed with the
horsemen’s heomsemens* bookkeeper and with the
Department.

3. The principal shall change Chenges-in an agent’s pow-
ers or revoke reveecetion-of an agent’s authority shat-be
in writing; that is either notarized or signed in the pres-
ence of a Department official, and shalt-be filed with the
Department and the horsemen’s bookkeeper.

ARTICLE 3. GREYHOUND RACING

o e b

Permit Applications

Any person or persons, associations, or corporation desiring
to hold or conduct a horse racing meeting within the state of
Arizona shall file with the Commission 10 copies of a permit
application as set forth in A.R.S. § 5-107.

The Department shall not issue a permit Ne-pesmit-shall-be
issued until the applicant has furnished the-Commission-with
evidence of compliance with ARS. § 23-901 et seq.

(Worker's Weskmen's Compensation) end-ARS—§-23-1161

Permit applicants shall submit to the Commission the names
of the proposed track officials at least 60 days prior to the
beginning of their meet, along with a short biographical
sketch of each official not previously licensed in the same
capacity by the Department.

A permit application shall specify the number of races to be
run on a daily basis.

Racing shall be conducted only on those days granted by per-
mit.

Permit Applicatiop Time-Frames,

1. _Administrative completeness review time-frame.

R19-2-306.
A. Al persons participating in any capacity in a racing meeting,
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a.  Within 728 davs after receiving an application
package, the Department shall determine whether
the application packsge contains the information
required uhsections (A C).and

b. If_the application package is incomplste. the

Department shall issue a written notice that speci-

fies what information is required and return the

appheation. If the application package is complete,
the Department shall provide a written notice of
administrative completeness.

The Department shall deem an application package

withdrawn if the applicant fails to file a complete

application package within 180 days of being noti-
fied that the application package is incomplete,

2. Substantive review time-frame Within 30 days after
receipt of a eomplete application package, the Commis-
sion, with the recommendation of the Department, shall
determine whether the applicant meets all substantive
requirements and issue a written notice granting or
denying a permit.

3. Qverall time-frame. For the purpose of ARS. § 41-

1073, the Department establishes the following time-

2. Administrative completeness review time-frame:
728 days.

b. Substantive review time-frame: 30 days,

¢. Qverall time.frame: 758 days.

Renewal and temporary permit time-frames, The admin-

ative completeness review time-frame is 30 days, the
substantive review time-frame is 30 days, and the over-
all time-frame is 60 davs, excluding time for mailing.

The renewal or temporary permit is considered adminis-

tratively complete unless the Department issnes a writ-

fen notice of deficiencies to the applicant. Temporary

permits are valid unti] a full permit is awarded or until
the Commission revokes the tempo ermit.

o]

bl

Licensing

including all persons who perform services in connection

with the conduct of the racing meeting, shall be-reguired-to

obtain a license from the Department, except:

1. Those persons performing services during a county fair
race meet who are identified as volunteers velunteer
help:

2. Any person owning less than 10% of all classifications
and types of outstanding shares of stock of any permit-
tee or licensee.

Applications

1. A person applving An-applieation for a license shall
complete the be-made-en-e form prescribed by the
Depariment. All applicants and el licensees are obli-
gated to know and follow the provisions of the rules
governing racing in the state of Arizona.

2. The Department may issue written instructions regard-
ing #s-e the preparation and execution of the license
application, and the whiek instructions may be a part of
or separate from the application form, or both,

3. A schedule of license and fingerprint processing fees
will be displayed prominently at each track.

4. Each applicant 18 years of age or older shall submit to
being fingerprinted. The fingerprints Said-priats shall be
taken by the Department or certified by a municipal
police department, sheriff's office, or other recognized
authority acceptable to the Department.
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C. License applications shall be submitted to the Department
office located on the grounds of a permittee or at another des-
ignated facility.

D. License procedure

L

2,

i

Itn

o

]

A license application shall be granted or denied by a
steward and transmitted to the Director.

In considering each application for a license, the stew-
ard may require the applicant, as well as the seeh appli-
cant’s endorsers, to appear before the steward and show
that the seid applicant is qualified in every respect to
receive the license requested. Ability as well as integrity
shall be clearly shown by the applicant in order to
receive a license.

An applicant who fails to pass the test for a trainer’s
license must wait at least 6 months before retaking the
test,

Administrative completeness review time-frame.

a.  Within 85 days after receiving an application pack-
age, the Department shall determine whether the
application package contains  the information
required by subsections C), _and
(D)2}, .and (DY(3).

b. If _the application package is incomplete the

Department shall issue a written notice that speci-

fies what information is required and return the

application, If the application package is complete,
the Department shall provide a written notice of
admipistrative completeness.

The Department shall deem an application package

withdrawn if the applicant or licensee fails to file a

gomplete application package within 10 days of

being_notified that the application package is
incomplete.

Substantive review time-frame. Within 5 days after

receipt of a complete applieation packape, the Depart-

ment shall determine whether the applicant or licensee
meets all substentive requirements and issue a written
notice granting or denying a license.

Qverall time-frame. For the purpose of ARS. § 41-

1073, the Department establishes the following time-

frames for issuing a licenge:

a.  Administrative completeness review time-frame:
83 days.

b. Substantive review time-frame; 3 days,
c. QOveral} time-frame; 90 days.
Temporary Heense time-frames, All licenses are tempo-
rary for 90 days under AR.S. § 5-108(F). Unless the
Department denigs the applicant, the temporary license
automatically becomes a license after 90 davs. The
administrative completeness review time-frame for a
temporary license is 1 day, the substantive review times
frame is 1 day, and the overall time-frame is 2 days,
excluding time for mailing. A temporary license is con-
sidered administratively complete_unless the Depart-
ment issues a written npotice of deficiencies to the
applicant,

i

E. Denials

1.

2
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A license may be denied if the applicant:

a.  Habitually has Hes been or hebitually is intoxicated
or a user of narcotics within the grounds of the per-
mittee pursuant to A.R.S. § 36-2501(A)8),

b.  Has failed to disclose the true ownership or interest
in any greyhound.

‘Whenever a license is denied, the Department shall

report the reasons for the denial shell-be-reperted in

writing to the applicant and to the Association of Racing
Commissioners International, Inc. and the North Ameri-

can Pari-mutuel Resulators Association,

F. General requirements and restrictions

1.

2.
3.
4

5.

A licensee who is employed in more than 1 category or
who changes from I category 1o another shall must be
licensed in each category.

A licensee who is an official at different types of tracks
(horse, harness, or greyhound) shall must be licensed at
each type of track.

The Department shall not license a A person under 16
years of age may-not-be-Heensed in any capacity other
than as an owner; and ghall not license a we person under
18 shali-be-licensed as an official, trainer, or assistant
trainer. Any person ewner under 18, licensed as an
owner, shall have a parent or guardian sign the sueh
owner’s license application, the parent or guardian
assuming full financial responsibility for the applicant,
before that person can be licensed.
Each license shall expire on the 31st day of January,
1996, and every 3rd year thereafter, except that one-year
licenses may be issued for mutuel workers, concession
workers, lead-outs, cool-outs and peace officers. Such
licenses shall expire on the 31st day of January, 1996,
and every year thereafler.
Al} persons, when present in the kennel area of a grey-
hound track, in paddock areas, or in any other restricted
area, shall wear a m—ﬁi&—wewm photo identification
badge badges issued by the Department or pass passes
issued by the permittee in full view.
Fees:

Ist Year 2nd Year3rd Year

Three-year Heenses:

a. New kennel name: $124 %112 3100
b. Owmner/trainer: 75 30 25
¢. Racing kennel, breeding

farm, or other

operation: 75 50 25
d. Owner, trainer,

veterinarian, official,

lessee, lessor, assistant

trainer, kennel name

renewal, or kennel

owner: 36 24 12
e. Occupational license: 15 10 5
One-year licenses: 7
Duplicate license: 5 5 5
Authorized agent when
licensed in another category: 5§ 5 5
Authorized agent when not
licensed in another category: 36 24 12

All hcenses are temporary under AR.S. § 5.108(F) H&H—}

The Department shall perform

background investigation, including fingerprint ﬁﬁg&i’pﬂﬂ{—
ing processing through the Department of Public Safety and
the FBI, and research and review of records of the Associa-
tion of Racing Commissioners International, Inc., the North
American Pari-mutnel Regulators Association, information

systetns, courts, law enforcement agencies, and the Depart-

ment within the time-frame prescribed in R19-2-306(D){(4).
I Authorized agents

L.

Page 471

A person may hold a license An-suthorized-agent-may
be-licensed solely as an authorized agent or be licensed

a3 _an authorized agent and mey-alse be licensed in
ancther category.
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The principal shall sign the application for a license as
an authorized agent shali-be-signed-by-the-prineipet and
clearly set forth the powers of the agent, including
whether the agent is empowered to collect money from
the permittee. The ap_g!ication Such-instrument shall be
either notarized or signed in the presence of a Depart-
ment employee and a copy filed with the track book-
keeper. If there is a separate the-weitten-instrument-isa

Page 472

power of attorney, the principal shall file a copy of the
sadd instrument shell-be-filed with the bookkeeper and
the Department,

The principal shall change Ghaﬁgeﬁ-m an agent’s pow-
ers or revoke revecationof an agent’s authonty shall-be
in writing; that Is either notarized or signed in the pres-
ence of a Department official, and skat-be filed with the
Department and the track bookkeeper.
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