Arizona Administrative Register

Notices of Proposed Rulemaking

NOTICES OF PROPOSED RULEMAKING

Unless exempted by A.R.S. § 41-1003, each agency shall begin the rulemaking process by 1st submitting to the Secretary of
State’s Office a Notice of Rulemaking Docket Opening foliowed 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 rext available issue of the Register
according to the schedule of deadlines for Register publication.

Under the Administrative Procedure Act (A.R.S. § 41-1001 et seq.), an agency must allow at least 30 days to elapse after the pub-
lication of the Notice of Proposed Rulemaking in the Register before beginning any proceedings for adoption, amendment, or
repeal of any rule, AR.S, §§ 41-1013 and 41-1022.

NOTICE OF PROPOSED RULEMAKING

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 16. BOARD OF MEDICAL EXAMINERS

PFREAMBLE
Secti \ffected .
R4-16-104 New Section
R4-16-105 New Section
R4-16-106 New Section
R4-16-107 New Section
R4-16-108 New Section
R4-16-109 New Section
R4-16-110 New Section
R4-16-111 New Section
R4-16-112 New Section
R4-16-113 New Section

R4-16-206 New Section

Authorizing statute: AR.S. § 32-1404(D)

Implementing statutes: A.R.S. §§ 32-1422, 32-1426, 32-1428, 32-1429, 32-1432.01 through 32-1432.03, 32.2842, and 41-1072,
through 41-1078

i % + Agen pe P
Name: Elaine Hugunin, Deputy Director
Address: Board of Medical Examiners
161 East Morten, Suite 210
Phoenix, Arizona 85020
Telephone: (602) 255-3751
Fax: None listed

{

ARS. §§ 41-1072 through 41-1078 were added during the 1996 regniar legislative session and require that all administrative
agencies, boards, and commissions which are subject to the Administrative Procedure Act to establish, by rule, timeframes for any
licensing activities. An overall timeframe for each licensing process must be established. That timeframe 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 licensing timeframes for initial licensing by exami-
nation and endorsement, renewal of license, temporary license, locum tenens and pro bono registration, teaching license, educa-
tional teaching permit, training permit, 1-year training permit, and registration for dispensing controlied substances, drugs, and

devices.

Not applicable.
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6. :
There is no anticipated cost to government, private industry, small businesses, or consumers. This is merely the codification of the
timeframes currently observed in carrying out the various licensing activities of the Board of Medical Examiners.
7.
Name: Elaine Hugunin, Deputy Director
Address: Board of Medical Examiners
1651 East Morten, Suite 210
Phoenix, Arizona 85020
“Telephons: (602) 255-3751
Fax: None listed
8. d

~duled. where on - ; ceding . % rule:

No public proceeding is scheduled. A person may submit written comments to or request that an oral proceeding be held on the
proposed rules by submitting the comments or a written request for hearing no later than 5 p.m., May 29, 1997, to the person listed
above.

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 16. BOARD OF MEDICAL EXAMINERS _
ARTICLE 1. GENERAL PROVISIONS a  The notice shall state each deficiency and the infor-

Section _ ments,
R4:16-103. Timeframes for Initial Licensure by Endorsement of a deficiency notice, an applicant shall submit to
iration specified in the notice. The 180-day timeframe for
- - 1 b b I 1 E a - ] ]- -] ] ! )
R4-16-112.  Timeframes for Short Term Training Permit disagrees with the deficiency notice may request a
ARTICLE 2, DISPENSING OF DRUGS ith.ers_zs_nmg_at_that_m_eﬂmg_m_hs:auhc_manﬂ.ln]IHE 1 delay this hearing ]
R4-16-206. Timeframes for Registration to Dispense Controlled pursuant 1o this subsection, the burden of proof shall
Substances and . Prescription-only Drugs _and be upon the applicant to demonstrate that the afleged
Devices 4 dﬁﬁmmm}g RS. § 32-1427(F), if i
- v y iti i i ] . - - - - .
A,mE _ Timsframes for Injtial Liconsure by fxamination T ] nation. i L timef specified in subsection (BY1)(h). the application is
B.  Foran-initial licensure by examinalion, the adminisrative * il oo o writien nctics o admimshative omplecnsss
required by AR 586 32 |13 and 121427, ; ute or rule, the Board may send a written notice of denial
1 . T e i : ;
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review timeframe described in ARS. 8§ 41-1072(3) is &0

foe of adioistrats [ ;
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L . L . X . _
Mﬂmﬂw : e R Mmmmw.z > o e e o
information, ments,

2. Within 30 calendar days from the date.of mailing of b Within 30 calendar days from the date of mailing of
P A _ . . :

L. If the required application is not administratively com: o -

April 25, 1997 Page 1123 Volume 3, Issue #17




Arizona Administrative Register
Notices of Proposed Rulemaking

Volume 3, Issue #17 Page 1124 Agpril 25, 1997 - -




Arizona Administrative Register
Notices of Proposed Rulemaking

o Withi o b, . . . ,
Mﬁma.iﬂ.salmﬂuﬂaxs.fmm_ﬂm_dm_ofmamngni] I For addlifional infor- Ihﬂ“BnaLd.shalLJssm_umIImmﬂm_oLdﬁmaLoil g o
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5 . . . e . ; .
WMWIIH‘ . — - ] QEWW”@W i . lied  sul : and
the substantive review timeframe described in ARS. §
ARTICLE 2. THSPENSING OF DRUGS ; -
41-1072(3) is 105 calendar days and beging on the date the
* - » . 1 3 i i i
R4-16-206, Regi ¢ mmmms_wnummmﬂadwmw ‘
A. For.a segistration _io.dispense confrolied_substances and L Mgﬂmmm@mmmmmmmﬂ
escription-only drugs and devices, or renewal of registration mak&_L_cnmpmhcnsmc_wnttmmuﬂstJoLaddmmal
the overall timeframe described in AR.S. § 41-1072(2) is 150 information. N
calendar days. a MhuLS.O..qalﬁndauiaxs.ﬁ_Qm_ﬂm_daIc_ofmaﬂmg_nf
- frame for the Board to finish the substantive review
1 If the required application is not administratively coms matmn_tn_lhs_apph.oam.unm_thﬁ_Bﬂatd_msmm_ths:
2. Thenotice shall siate each deficiency and the docu- wgistration_ar tenswal of regisiration- fo_dispgnse”
a deficiency notice, an applicant shall submit to the ;
- » - - . . .
- oe. The 45-day timef for 1 il. The Board determines that the applicant does
Board. 1o finish_ the administrative corpleteness .
the deficiency notice to the applicant until the date chlsxratmn_udesp;nsc_mnmllﬁd_suhstanm
2. Ifthe application is administratively complefe, the Roard 2 If the applicant mests all_of.the substantive criteria
3. Iftheapplication and submitted documents and informa- scription-only drugs and devices, the Board shall iswe. | of registrati i )
tion do not contain all of the components required hy sfat- "
devices.

'NOTICE OF PROPOSED RULEMAKING

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY .

FREAMBIE
R4-23-110 Amend
R4-23-410 . o New Section
2' I3 - N
Authoerizing statute: AR.S, § 32-1904(A)(1)
Implementing statutes: A.R.S. § 32-1901(7) and (59) and 32-1904(B){5)
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Name: Dean anht Complsance Officer

Address: Board of Pharmacy
5060 North 19th Avenue, Suite 101
Phoenix, Arizona 85015
Telephone: (602) 255-5125, ext. 131
Fax: (602) 255-5740

1 PR ITY .

This rule was initiated at the request of the Arizona Pharmacy Association. The Arizona Pharmacy Association represents pharma-
cies and pharmacists in the state of Arizona. In the fall of 1994, 2 committee consisting of members from the Arizona Pharmacy
Association worked together to draft a proposed compounding statute. The proposal was presented at the July 17-18, 1996, Board
meeting, The Board determined that a statutory change was not necessary. The Board directed the Board staff to work with the Ari-

zona Pharmacy Association committee in converting the proposed statute into a proposed rule. This rule is the culmination of that
joint effort.

The rule amends R4-23-110 by adding a definition for “current good compounding practices” and amending the definition of
“component”. The rulemaking adds a new R4-23-410 (Current Good Compounding Practices). The rule establishes the minimum
current good compounding practices for the preparation of drugs by a pharmacist licensed by the Board, in a pharmacy permitted
by the Board, and according to applicable state law governing the practice of pharmacy. The rule establishes standards for all
aspects of compounding practice include:

Receipt, storage, or use of drug substances;

Limiting quantity and advertising;

Organization, training, and personnel;

Security, safety, and quality;

Compounding facilities, equipment, and utensils;

Control procedures for components and drug product container and closures; |

Drug compounding controls; and

Labeling and recordkeeping. o

The Board believes that adoption of these rules will benefit the public health and safety by establishing clear standards governing
pharmacy compounding practice. These standards will ensure compounded drug product safety identity, strength, quality, and

purity. The Board further believes that specific regulation and enforcement are necessary to regulate and control the rapidly evolv-
ing role of pharmacists in a dynamic health care system.

B e Ao o

Not applicable.

In today’s average pharmacy, the art of compounding is almost a lost art. Drug companies manufacture the vast majority of the
drugs dispensed in today’s pharmacies. Although drug companies manufacture most drugs, there still exists the need for a dosage
form or strength of drug that is not available commercially. For example, a drug may only come in tablet form but a particular
patient may require a liquid or suppository. Many physicians use a compounding pharmacist or pharmacy to provide individual-
ized doses or dosage forms. These compounded drugs can literally mean life or death or, at least, reduced pain and suffering for a
physician’s patient. The rule benefits the Board, pharmacies, pharmacists, physicians, 3rd-party payers, and patients by providing
standards to ensure drug product safety, identity, strength, quality, and purity and further benefits the Board by promoting consis-
tent compliance. Pharmacies and pharmacists may benefit from reduced liability by foliowing standards established in the rule.
Pharmacies and pharmacists will benefit because the rule is concise and compliance standards are clear. Third-party payers and
patients benefit from lower cost therapy by using the proper drug, in the lowest therapeutically effective dose, with fewer side
effects, in a dosage form that provides optimal patient compliance, resulting in a positive therapeutic outcome. The benefits for
Arizona citizens provided by compounding pharmacists and pharmacies, although non quantifiable, far outweigh the additional
costs the proposed rule may impose on compounding pharmacists and pharmacies.

Name: - Dean Wright, Compliance Officer

Address: Board of Pharmacy
3060 North 19th Avenue, Suite 101
Phoenix, Arizona 85015

Telephone: (602) 255-5125, ext. 131
Fax: ' (602) 255-5740
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8.
Date: May 27, 199
Time: 14 am.
Location: Board of Pharmacy

5060 North 19th Avenue, Suite 101
Phoenix, Arizona 85015

Nature; Oral Proceeding

Comments may be written or presented orally. Written comments must be received by 5 p.m., May 27, 1997. A person may
request information about the oral proceeding by contacting the person listed above.

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

ARTICLE 1. ADMINISTRATION

Section
R4-23-110.  Definitions

ARTICLE 4, PROFESSIONAL PRACTICES

ARTICLE 1, ADMINISTRATION

R4-23-110.  Definitions
In addition to the definitions set forth in A.R.S. § 32-1901, the fol-
lowing definitions apply to this Chapter.

“Active ingredient” means any component which is
intended to fumish pharmacological activity or other
direct effect in the diagnosis, cure, mitigation, treatment,
or prevention of discase or to affect the structure or any
function of the body of man or other animals. The term
shall include those components which may undergo
chemical change in the manufacture of the drug and be
present in the finished drug products in a modified form
intended to furnish the specified activity or effect.

“AZPLEX"” means Arizona pharmacy law examination.

“Batch” means a specific quantity of drug that has uni-
form character and quality, within specified limits, and is
produced according to a single manufacturing order dur-
ing the same cycle of manufacture.

“Beyond-use date” means a date determined by a phar-
macist 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 fo 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 environment, 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 by reference and on file with the
Office of the Secretary of State.

Volume 3, Issue #17 Page 1128

“Class 100 environment” means an atmospheric environ-
ment in compliance with the Federal Standard 209 Clean
Room and Work Station Reguirements; Controlied Envi-
ronment, publication FED-STD-209D, Jume 15, 1988,
edition which included January 28, 1991, changes, incor-
porated by reference and on file with the Office of the
Secretary of State.

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

“Component” means any ingredient intended for use in

i ing the-man:iaeture-of drugs
in dosage form, including an ingredieni these that may
not appear in the finished product.

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

€, T 93

“Cytotoxic™ means a pharmaceutical that has the capabil-
ity of killing 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.

“Extreme emergency” means the occurrence of a fire,
water leak, electrical failure, public disaster, or other
catastrophe constituting an imminent threat of physical
harm to pharmacy personnel or patrons,

“First-aid stations” means units within a business or
industrial organization which are limited to, as the name
implies, first-aid treatment of injuries incurred in associa-
tion with the business function.

“Inactive ingredient” means any component other than an
“active ingredient” present in a drug.
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“Industrial medical stations™ means units where drugs are
stored, established within businesses and industrial orga-
nizations.

“Long-term care consultant pharmacist” means a pharma-
cist providing consulting services to a long-term care
facility.

“Limited-service correctional pharmacy” means a lim-
ited-gervice pharmacy, as defined in A.R.S. § 32-1901,
that holds a current permit issued by the Board pursuant
to A.R.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 Hmited-
service pharmacy, as defired in AR.S. § 32-1901, that
holds a current permit issued by the Board pursuant to
ARS. § 32-1931, and dispenses a majority of its pre-
scription medications or prescription-only devices by
mailing or delivering the prescription medication or pre-
scription-only device to an individual by the United
States mail, a commeon or contract carrier, or a delivery
service.

“Limited-service pharmacy permittee” means a person
who has applied for and obtained a limited-service phar-
macy permit in compliance with AR.S. §§ 32-1929, 32-
1934, 32-1531, and A.A.C. R4-23-606.

“Long-term care consultant pharmacist” means a pharma-
cist providing consulting services to a long-ferm 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 & manner that assures its uniformity, and in either case
which is identified by a distinctive lot number and has
uniform character and quality with specified limits.

“Lot number” or “control number” means any distinctive
combination of letters or numbers, or both, from which
the complete history of the manufacture, control, packag-
ing, and distribution of a batch or lot of drug can be deter-
mined.

“Materials approval unit” means any organizational ele-
ment having the authority and responsibility to approve
or reject components, in-process materials, packaging
compenents, and final products.

“Mediated instruction™ means learning transmitted via
intermediate mechanisms such as audio and/or visual tape
telephonic transmission, etc.

“NABPLEX” means National Association of Boards of
Phammacy Licensure Examination.

“Occupational Medicine” or “Industrial Medicine” means
the field of medicine dealing with the medical problems
associated with persons employed in any occupation.

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

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

“Pharmacy law continuing education” means a continu-
ing education activity that addresses practice issues

Page 1129

related to state or federal pharmacy statutes, rules or reg-
ulations, offered by an Approved Provider.

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

“Provider pharmacist” means the pharrnacist who sup-
plies medication to a long-term care facility and main-
tains medication profiles.

“Remode]l” means {o structurally alter the pharmacy area
or location.

“Remote drug storage area” means an area that is outside
the premises of the pharmacy, used for the storage of
drugs, locked to deny access by unauthorized persons,
and secured against the use of force.

“Resident” means a person admitted to and residing in 2
long-term care facility.

“Sterile pharmaceutical product” means a dosage form
free from living microorganisms.

“Strength” means:

The concentration of the drug substance (for exam-
ple, wiw, wiv, or unit dose/volume basis); and/or

The potency, that is, the therapeutic activity of the
drug substance as indicated by bicavailability tests
or by controlled clinical data (expressed, for exam-
ple, in terms of unity by reference to a standard).

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

“Supplying” is the issuing of I or more doses of a propri-
etary drug in the original container of a manufacturer for
subsequent use by the patient.

“Supportive Personnel” means an individual trained to
perform activities related to the preparation and distribu-
tion of prescription medications, under the supervision of
a pharmacist and censistent with policy and procedures as
required in R4-23-403.

“Wholesale distribution” means distribution of drugs to
persons other than a consumer or patient but does not
inchude:

The sale, purchase, or trade of a dmg or an offer to
sell, purchase, or trade a drug for emergency medi-
cal reasons. For purposes of this Section, “emer-
gency medical reasons” includes transfer of
prescription drugs by a community or hospital phar-
macy to another community or hospital pharmacy to
alleviate a temporary shortage;

The sale, purchase, or trade of a drug, an of‘fer to
sell, purchase, or trade a drug, or the dispensing of 2
drug pursuant to a prescription;

The distribution of drug samples by manifacturers’
rcpresentatwes or distributors’ representatives; or.

The sale, purchase, or trade of blood and blood com-
ponents intended for transfusion.
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“Wholesale distributor” means anyone engaged in wholesale L Clean clothing appropriate to the work per-
distribution of drugs, including, but not limited to, formed; and
manufacturers; repackers; own-label distributors; private-label ii. Protective apparel, such_as coats, aprops,
distributors;  jobbers; brekers; warehouses, including gowns, gloves, or raasks to protect the person-
manufacturers' and distributors' warehouses, chain drug nel from chemical exposure and prevent drug
warehouses, and wholesale drug warehouses; independent product contamination.
wholesale drug traders; and retail pharmacies that conduct B, A_pharmacy permittee shall ensure the security, safety, and
wholesale distributions In the amount of at least 5% of gross quality._of a compounded drug by conforming with the
sales. following standards:
Implement procedures to exclude from direct contact
ARTICLE 4. PROFESSIONAL PRACTICES . with gomponents, drig product_containers, closnres, in-
Wﬂmﬂm@uﬂdﬁdﬁwm@&ﬂh
lclﬂa:na::! permitted by the Board, and in compliance with nﬁsmlnsmyas_demnmnsd_bxmmpﬂcntmcdm&pﬁ:
anplicahle federal and state law governing the practice of smnm,_dgasm_jmpandm_ﬂm_sam.oumahm&_a
pharmacy. : : : 2. Require a]l personnel to inform a pharmacist of any
B. A pharmacy permiffes shall ensure .compliance with the —
L sorted, or used by the pharmacy nermittes: E. A_ pharmacy permitiee shall provide compounding. facilities
. " + . j 1 1 1
a. Meet official compendium requirements; or Whmmmmw, - »
h. Are of high quality, such as Chemically Pure (CP) L In_addnmn_nLthg_muumum.amuamummsnIs_of_Ré_ZL
Iviical R AR tfied American Cham. 97 3.
ical Society (SCS),.of Food Chemical Codex (FCC) a. Complies with the reguirements in R4-323-
. Are obtained from a source that,_in the professional b. Has sufficient space to permit efficient pharmacy
judgment of the pharmacist, is acceptable and_reli- practice, free movement of personngl, and visual
2. A pharmacist, employed by the pharmacy permittee, 2. If sterile pharmaceutical or radiopharmacentical com=
establishing a history of compounding valid_prescriptions maceuticals and radiopharmaceuticals. o :
for the drug 3 A clean dry,_and temperature-controlled areaand, if
3. Neither the pharmacy permitiee ner a pharmagist required, a refrigerated area, in which to store properly
] or di - fistributi ; mles, ) _
inded drug may be provided to 2 medical pracfiz e Lo-proteck drug product safety, identity, strength, quality, and
tioner to_administer to a patient of the medical practitio- purity, a pharmacy permittee shall ensure that equipment and
ser_A__pharmacy _or pharmacist may _advertise or utensils used in drug compounding conform with the standards
otherwise promofe the fact that the pharmacy or pharma- in this subsection. ) ) ; )
cist provides prescription_compounding services, but the 1. Are of appropriate design, adequate size, and suitably
pharmacy or pharmacist shall not_solicit business_hy located for proper operation, cleaning, and mainienance. -
advertising or otherwise promoting the compounding of 2 2. Are made of material that s not reactive, additive, ar
specifie drug product absorptive . when .exposed_fo components, in-process
A pharmacy permittee shall ensure compliance_with the materials, or doug products. :
& organization, training, and personnel issues in this subsection 3. Are cleaned and sanitized before use.
1 ; . led d harmaciss: 4. Ifpreviously cleaned: - o
Inspects and approves or rejects, or ASSUMeS respon: & Am_moimmﬂom_cnmammanmmafumm..md .
- sihility for inspecting and approving or rejecting, b. Am_ms;md_and_dﬂmnmcd_sumbmﬁr»um
components, drig_product. containers, closures, in- pharmacist, immediately before jnitfation of com-
process materials, and labeling: - pounding operations.
b. Prepares or assumes responsibility for preparing all i Are routinely inspecied. calibrated, or checked to make
a. Complies with the current good compounding prac- inglude either the dedication of equipment or the meficulous

Volume 3, Issue #17 Page 1130 April 25, 1997




Arizona Administrative Register
Notices of Proposed Rulemaking

H. A pharmacy permittes shafl ensure that the phammacist-in- 2. Components for drug compounding are accurately
WWW ; th il rarsds in this subsect: mmm&mﬂw i hility for checki 1
1  Components and drug product confainers and closures rechecking, the operations at each stage of the com-

are: pounding process.

2. Stored off the floor. 3. When 2 componentisremoved from its original confainer
b . - .
2 Ratated so the aldest approved stock s used 13, ] Iv with official ) bbsﬂgn@mgnﬁﬂjaﬁmmahbmﬂcﬂmdﬁ_sxsxm] tollowing:
dium standards, a. The component name,
3. Dmmg product containers and closures are clean and made L. The lot or control number,

; 21 that | ” i ] : .
4, Drug product containers and closures.used for com- 4. Ihshevond-use date, and
od T o ol {_radiopha - o T vor d

L ; . charge stores any quaniity of compueundsd drug produced.in
Libat_amﬁmmh_thamdazds.mhm_snhsmm_ ; L &MWMWM
WWME—M : ] roall } with nrintable docu- Ammmhmmmmw
mentation b. The preparation date;
a.  To ensure that a finished drig produet has the iden- % Theassigned lof or control number; and
Wﬁmﬁw, od. 2 doscrintion of: WMM‘WH. ed in the P} Com-
i The components, their amounts, the order of pounding Practices chapter of the official compen-
" ° -
i . . L 5 mﬁhmmmmﬂw. - : ..
b, asitisintended to heused. . 4 pharmacy permitiee shall ensure that the pharmacistin-
Icuasi_tha_pmdlm_bcmg_cnmmundm,_thlpmc__ 5 - mwmm&mmmﬁmkw - o
dures_monitor the output and validate the perfar- meﬂmmm&m
WWWJ‘I' o the final d 1 Tud W‘W " by this Scof tned in fic of ;
assessing: not less than 3 years, and
L Dosage form weight vagiation; 2. Dmg _compounding  progedures  and. other records
iil. Clarity, completengss, or pH of solutions,

NOTICE OF PROPOSED RULEMAKING

TITLE 9. HEALTH SERVICES

CHAPTER 10. DEPARTMENT OF HEALTH SERVICES
HEALTH CARE INSTITUTIONS: LICENSURE '

PREAMELE
Article 10 : o ... Repeal
R9-10-1011 : _ Repeal
R9-10-1012 o Repeal
R9-10-1013 Repeal
R9-10-1014 Repeal
R9-10-1015 Repeal
R9-10-1016 Repeal
R9-10-1017 Repeal
R9-10-1018 . Repeal
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R9-10-1019 Repeal
R9-10-1029 Repeal
R9-10-1021 Repeal
RO9-10-1022 Repeal
R9-10-1023 Repeal
R9-10-1024 Repeal
R9-10-1025 ' Repeal
R9-10-1026 _ Repeal
R9-10-1027 Repeal
R9-10-1028 ' Repeal
R9-10-1029 Repeal
R9-10-1030 _ Repeal
2, i
3,
Address: Arizona Department of Health Services
Assurance & Licensure Services
1647 East Morten, Suite 240
Phoenix, Arizona 85020
Telephone: (602) 255-1127
Fax: (602) 255-1225
These rules had set forth the minimum requirements for the licensure of behavioral health service agencies but are now redundant
and obsolete. Pursuant to Laws 1992, Chapter 301, § 61, and under an exemption from the provisions of A.R.S. Title 41, Chapter
6, the Department adopted new rules in 9 A.A_C. 20 (Behavioral Health Service Agencies: Licensure), which govern the licensure
of behavioral health service agencies and replace 9 A.A.C. 10, Article 10, in its entirety. The Depariment is repealing these rules
because they are no longer used. )
5.
Not applicable.
6. .
There will be no economic impact on small businesses or consumers as the rule is no longer used to regulate behavioral health ser-
vice agencies.
7. | personne] with whom p
Name: Johnie Golden, Program Manager
Address: Arizona Department of Health Services
Assurance & Licensure Services
1647 East Morten, Suite 240
Phoenix, Arizona 85020
Telephone: {602) 255-1127
Fax: {602) 255-1225
8, i i
guicd, where 0] qussl an oral proceeding on the -4
The Department has not scheduled oral proceedings on this ruje repeal action. The Department will schedule oral proceedings if 5
or more individuals request oral proceedings by submitting a written request to the individual named in question 3'above, before 5
p.m. on Friday, May 30, 1997, the date scheduled for the close of record. The Department will accept written comments from the
present date until the close of record date. Written comments should be submitted to the individual identified in question 3 befors
the close of record date, To request accommeodation to participate in the public comment process, or to obtain this notice in alterna~ -
tive format, contact the individual identified in question 3 above. 5
Close of Record: May 30, 1997
9, .
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10. Incorporations by reference and their Jocation in the rules:

None
11. The full text of the rules follows:

TITLE 9. HEALTH SERVICES

CHAPTER 10. DEPARTMENT OF HEALTH SERVICES
HEALTH CARE INSTITUTIONS: LICENSURE

3=
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NOTICE OF PROPOSED RULEMAKING

TITLE 17. TRANSPOGRTATION

CHAPTER 4. DEPARTMENT OF TRANSPORTATION

MOTOR VEHICLE DIVISION
PREAMEILE
1. Sections Affected i
R17-4-449 New Section
2.
Authorizing statute: A.R.S, § 28-202
Implementing statute: AR.S. § 28-1085.09
3. e nAme A : ¢ i
Name: Randal! X. Ramsey
Address: Department of Transportation
Motor Vehicle Division, Commercial Licensing Office
1801 West Jefferson, Mail Drop 532M
Phoenix, Arizona 85007
Telephone: (602) 255-8828
Fax: (602) 407-3437
4, ) i i i ! : A
The Motor Vehicle Division is promulgating the rule to allow 3rd parties to issue oversize and overdimensional vehicle permits.
The rule sets forth the criteria for 3rd-party contractor authorization and 3rd-party issuer certification. The rule further defines the
responsibilities for 3rd-party contractors and 3rd-party issuers. When the rule is effective, a motor carrier needing an oversize or
overdimensional permit will be able to obtain the permit from either the state or from a 3rd-party contractor.
5.
WNot applicable.
6. H . :
Haulers who need oversize and overdimensional permits will be able to save time by obtaining the permits from: either the state or
from a 3rd-party contractor. It is anticipated that the issuance of a permit will not be profitable for 3rd-party contractors other than
the time saved by the ability to issue their own permits. Small businesses will not be adversely affected by this rule. The Motor
Vehicle Division will spend less time issuing permits but wiil incur time administering the 3rd-party contractor program,; it is not
known whether the adoption of the rule will result in an expense or a savings to the Division.
7.
Name: Randall X. Ramsey
Address: Department of Transportation
Motor Vehicle Division, Commercial Licensing Offi e
1801 West Jefferson, Mail Drop 532M
_ Phoenix, Arizona 85007-3224
Telephone: (602) 255-8828
Fax; ' (602) 407-3437
8. i

Wntten comments w1I] be accepted at the addrcss hstcd above unt1I 5 p m. May 30, 1997 Pubhc hearings to receive oral com-
ments regarding this proposed rule will be held as follows:
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Date: May 28, 1997

Time; 2pm.

Location: Flagstaff City Council Conference Room
211 West Aspen
Flagstaff, Arizona

Nature: Public hearing

Date; May 29, 1997

Time: 1pm.

Location: ADOT Auditorium
206 South 17th Avenue
Phoenix, Arizona

Nature: Publi¢ hearing

Date: May 30, 1997

Time;: 11 am. )

Location: MVD Conférence Room

3565 South Broadmont
Tucson, Arizona

Nature: Oral Proceeding . : _
Individuals who wish to make oral comments by telephone may calf (602) 255-8828 on May 29, 1997, from 3 p.m. to 5 p.m.

The Department of Transportation follows Title II of the Americans with Disabilities Act. The Department of Transportation does
not discriminate against persons with disabilities who wish to make oral or written comments on proposed rulemaking or other-
wise participate in the public comment process. Individuals with disabilitics who need a reasonable accommodation {including
auxiliary aids or services) to participate in the scheduled hearings, or who require this information in an alternate form, may con-
tact the Commercial Licensing Office, (602) 255-8828, as soon as possible so that the Department of Transportation will have suf-
ficient time to respond. _

Te request accommodation to participate in the public comment period or obtain this notice in large print, Braille, or on audiotape,
contact Randall X. Ramsey at the telephone number or address listed in question #7 above.

Close of Record: May 30, 1997

TITLE 17. TRANSPORTATION -
CHAPTER 4. DEPARTMENT OF TRANSPORTATION

- MOTOR VEHICLE DIVISION o . :
ARTICLE 4. MOTOR CARRIERS 2. “Director” means the Assistant Director for the Motor
Section the Assistant Director’s designe. l
R17:4-449,  Third-party Overdimensional and Overweight Vehi- 1 “Division”
ele Permit Confractors and Issuers Department of Transportation,

ARTICLE 4. MOTOR CARRIERS 4. "Norma} business hours” means open for the transaction
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