State of Utah
Admlmstrat]ve Rule Analysls

NOTICE OF PROPOSED RULE

* The agency identified be]ow in box T provides notice ofproposed rulc change pursuant to Utah Code Section 63G-3-301,
* Piease address questions regarding informaticn on this notice to the agency.

* The full text of all rule filings is published in the Utah State Bulletin unless excluded because of space constraints.

* The full text of all rule filings may aiso be mspected at the Division ofAdmmlslrat]ve Rules.

DAR fileno; :'-:. \)\\’\\“% Due lsd q 730 /ZD

State Admin Rule Filing Id: :~ "= _ Time f led:
A_gency No. ~:Rule NO. N Section No.
Utah Admin. Code Ref (R no,): R 156 - - 17b -

Changed to Admin. Code Ref, (R neo.): R - - -

1. Agency: Commerce/Division of Occupational and Professional L.icensing
Room no.:
Building: Heber M. Wells Building

Street address 1
Street address 2;
City, state, zip:

160 East 300 South

_Salt Lake City UT 84111-2316

Mailing address 1: PO Box 146741
Mailing address 2:
City, state, zip: Salt Lake City UT 84114-6741

Contact person(s):

Name: ~ Phone: ~Fax: E-mail:

Jennifer Zaelit 801-330-7632  801-530-6511 jzaelit @utah.gov

{Interested persons may inspect this filing at the above address or at the Division of Admimstrative Rules during business hours)

2. Title of rule or section (catchling):
Pharmacy Practice Act Rule

3. Type of notice:
New Amendment XXXX ' Repeal  ; Repeal and Reenact

4. Purpose of the rule or reason for the change:



10

11

In accordance with S.B. 170 passed during the 2019 Legislative General Session, this rule filing establishes the scope
of practice for pharmacy technicians in rule, and expands their scope to include administering immunizations and
emergency medications pursuant 1o delegation by a pharmacist. Also in accordance with 2019 S.B. 170 this filing
clarifies the requirements and operating standards for the practice of telepharmacy through a remote dispensing
pharmacy. This filing also proposes amendments recommended by the Division in cellaberation with the Pharmacy
Licensing Board, including creation of an Advisory Pharmacy Compounding Education Committee and clarification of
various requirements, including operating standards for a third party logistics provider, required licensee training and
education, and required continuing education topics. Various updates and non-substantive formatting changes are also
made throughout the rule,
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See attachment for information
Compliance costs for affected persons;

None of these proposed rules or amendments are expected to impose any compliance costs for any affected persons
because the changes will largely save time and money for all parties and are expected to result in positive fiscal impacts
or no measurable fiscal impact.
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R156-17b - Pharmacy Practice Act Rule

Box 6 - Summary of the filing:

The proposed substantive amendments in this filing are as
follows:

R156-17b-102: Addese definitions for the texrms “Area of need”,

*“Mail service retail pharmacy”, "MPJE", “Remote Dispensing
Pharmacist in Charge”/"RDPIC", "Remote dispensing pharmacy”,
“Retail Phaymacy”, “Supervising pharmacy”, and “Telepharmacy
system”.

Section R156-17b-106: Clarifieg the use of "shall" or "may" as
used in the rule. Although these conventions are understood forxr
Utah laws and rules, adding this special clarification tc the
pharmacy rule is important becauge there are other standards that
apply in the pharmacy profession when using the terms shall and
may .

Section R156-17b-203: Creates an Advisory Pharmacy Compcunding
Education Committee. The Committee shall be composed of seven
members, diversified between retail pharmacy, hospital pharmacy,
and other pharmacy specialties deemed pertinent by the Division
in collaboration with the RBoard.

Section R156-17b-3202: Clarifies that Class A pharmacies include
retail pharmacies, mail service retail pharmacies, and remote
dispensing pharmacies, and that a Class A pharmacy needs a PIC or
a remote dispensing pharmacist in charge (RDPIC).

Section R156-17b-303a: Clarifies that an applicant may prove
current college admission by written verification from "a" dean
of the college.

Section R156-17b-303c: Clarifies that a pharmacist applicant will
need to take the Utah MPJE exam.

Section R156-17b-304: Clarifies that a temporary pharmacist will
need to submit evidence of having secured employment in Utah
conditioned upon issuance of the temporary license, and that the
employment is under the direct, on-gite supervisgion of a pharmacigt
with an active, non-temporary Utah license that incliudes a
controlled substance license.

Section R156~17b-305: Clarifies licensure by endorsement
requirements for a pharmacist.



Section R156-17b-309: Updates the continuing education topics and
requirements for pharmacists and pharmacy technicians, including
requiring two CE hours in immunizations or vaccine-related topics
for pharmacy technicians who engage in the administration of
immunizations or vaccines.

Section R156-17b-402: Replaces all administrative penalty
subsections with a fine schedule.

Section R156-17b-502: Formats certain provisions to fit with the
new fine sgchedule, and adds to the definition cof unprofessional
conduct “failing to comply with the operating standards for a
remote dispensing pharmacy as established in Section R156-17b-
61l4ag.”

Section R156-17b-601: Clarifies the scope of practice for
pharmacy technicians and pharmacy technician trainees. In
particular, this amendment will allow pharmacy technicians to
administer vaccines and emergency medications pursuant to
delegation by a pharmacist under the Vaccine Administration
Protocol: Standing Order to Administer Immunizations and
Emergency Medications adopted March 26, 2019, if the pharmacy
technician completes certain required initial training and CE,
and is under direct, on-site supervision by the delegating
pharmacist.

Section R156-17b-610: Clarifies that patient counseling may be
provided through a telepharmacy system.

Section R156-17b-612: Minor wording changes were made in this
gsection regarding prescriptions operating standards.

Section R156-17b-614a: Clarifies that a remote dispensing
pharmacy may dispense a prescription drug or device to a patient
if a pharmacist or DMP is physically present and immediately
available in the facility, or supervising through a telepharmacy
system.

Section R156-17h-614g: This new section establishes and clarifies
the qualifications and operating standards for a remote
dispensing pharmacy.

Section R156-17b-615: Clarifies that a Class C pharmacy may be
located in the game building as a separately licensed Class A, B,
D, or E third-party logistics provider.

Section R156-17b-617g: This new section establishes operating
standarde for a third party logistics provider.

Section R156-17b-621: Allows pharmacy interns and pharmacy



technicians to administer immunizations and emergency medicaticns
pursuant to delegation by a pharmacist under the March 26, 2019,
Vaccine Administration Protocol, and establishes and clarifies
the required training for pharmacists, pharmacy interns, and
pharmacy technicians who will be engaging in the administration
of a prescription drug or device, or engaging in the
administration of vaccines.

Section R156-17b-623: Clarifies the drugs that may be dispensed
by a dispensing medical practitioner in accordance with
Subsection 58-17b-802(1} and Section 58-17b-803.

Box 7A - State Budget:

The Advisory Pharmacy Compounding Education Committee created in
new proposed Section R156-17b-202 will be required to meet at
least once per calendar guarter, and as directed by the Board and
Division. Pursuant to Section R156-1-205%, the gseven Committee
members will serve on a volunteer basis and are not entitled to
receive per diem, travel expenses, or other compensation from the
state, but the Division is required to provide a Division
employee to act as Committee secretary. With an estimated five 1-
1/2 hour meetings per year, attended by one bureau manager at $45
per hour and one Committee secretary at $20 per hour, and
anticipated additional work time of twoc hours per meeting for the
Committee secretary at $20 per hour, the Division estimates that
it will experience a fiscal cost from this proposed amendment of
approximately $688 per fiscal year ongoing.

The amendments to Sectionsg R156-17b-601 and R156-17b-621 are
based on the Utah Pharmacy Practice Act as amended by 201S% S.B.
170, which provides for the scope of practice for a Pharmacy
Technician to be establighed by rule. The amendments expand the
scope of practice in that they allow pharmacy interns and
pharmacy technicians to engage in the administration of vaccines
and emergency medications. The Division egtimates that this may
result in a potential increase of one additional complaint of
unprofessional conduct each year, requiring one investigation
congisting of approximately 20 hours. This may result in a cost
to Division investigations of approximately $500 per fiscal vyear
ongoing. The remaining amendments are not expected to have any
fiscal impact to state practices and procedures beyond that
anticipated by the fiscal note for 2019 S.B. 170, available at:
https://le.utah.gov/~2019/bills/static/SB0170.html. Additionally,
as described below in the analysis for small business and non-
small business, the Division does not expect any state agencies
that may be acting as employers to experience any measurable
figcal impacts.

The proposed amendments relating to the practice of telepharmacy



and remote dispensing pharmacies may result in fiscal and non-
fiscal benefits to any state agencies that may use such services
or act as businesses in this industry, but as described below in
the analysis for small business and non-small business, an exact
estimate of these benefitsg is not possible because the relevant
data is unavailable.

The proposed amendments to Section R156-17b-617g providing
operating standards for third party logistics providers defines
practices currently in place by the Drug Supply Chain Security
Act (2019). The Divigion estimates that this may result in a
poetential increase of one additional complaint of unprofessional
conduct each year reguiring one investigation consisting of
approximately 20 hours. This may result in a cost to the Division
investigations of approximately $500 per fiscal year ongoing.

None of the other propcsed rules or amendments are expected to
impact state government revenues or expenditures. They will not
change existing state practices or procedures and merely update
the rule to establish definitions, clarify standards, encompass
current requirements and practices in the profession, and make
formatting changes for clarity. No other measurable impact on
state government revenues or expenditures is expected beyond a
minimal cost to the Division of approximately $75 to disseminate
the rule once the proposed amendments are made effective.

Box 7B ~ Local Government:

The amendments to Sections R156-17b-601 and R156-17b-621 that
will allow pharmacy interns and pharmacy technicians to engage in
the administration of vaccines and emergency medications are not
expected tce have any fiscal impact to local government beyond
that anticipated by the fiscal note for 2019 S.B. 170, and as
described below in the analysis for small business and non-small
buginess, the Division does not expect any local governments that
may ke acting as employers toc experience any measurable fiscal
impactg. The proposed amendments relating to the practice of
telepharmacy and remote dispensing pharmacies may result in
fiscal and non-fiscal benefits to local governments that may use
such services or act as businesses in this industry, but as
described below in the analysis for small business and non-small
business, an exact estimate of these benefits 1s not possible
because the relevant data is unavailable.

None of the other proposed rules or amendments are expected to
impact local government revenues or expenditures because they
only update the rule to establish definitions, clarify standards,
encompass current requirements and practices in the profession,
and make formatting changes for clarity.

Box 7C -~ Small Business {(less than 50 employees):



The amendments to Sections R156-17b-601 and R1556-17b-621 allowing
pharmacy interns and pharmacy technicians to engage in the
administration of vaccines and emergency medications are

expected to create a fiscal benefit for the approximately 508
Class A retail pharmacies, 284 Class B pharmacies, and 1,188
Class C pharmacies licensed in Utah that are small businesses
(NAICS 446110). The amended rule will allow these non-small
businesses to offer more services and thereby increase their
revenue. The precige fiscal benefilt is inestimable because the
data necegsary to determine how many small business pharmacies
will elect to hire pharmacy interns and pharmacy technicians to
provide vaccination services is not available, and because any
increase in revenue will vary depending on the characteristics of
each small business and on the licensees that the business
chooses to employ.

The proposed amendments relating to the practice of telepharmacy
and remote dispensing pharmacies may impact the approximately 508
Class A retail pharmacies and 284 Class B pharmacieg licensed in
Utah that are small businesses (NAICS 446110). These amendments
are expected to decrease operating costs and increase revenues
for Class A pharmacies or Class B pharmacies that choose to serve
as superviging pharmacies or are designated as remote dispensing
pharmacies, because these pharmacies will be able to provide
services to customers at the remote dispensing pharmacy's
location in the area of need, and the remote dispensing
pharmacist in charge and supervising pharmacist will not need to
be on site at the location. An exact estimate of these benefits
is not possible because the resulting benefits will vary widely
depending on the characteristics of each supervising pharmacy and
each remote dispensing pharmacy, on the number of licensees that
these small businesses will employ, and on the approved location
for each remote dispensing pharmacy. Additionally, the data
necessary tc determine how many remote dispensing pharmacies will
be designated by the Division and where those remote dispensing
pharmacies might be located is unavailable. Corresponding
amendments that define as unprofessional conduct the failure to
comply with remote dispensing pharmacy operating standards are
not expected to impose any measurable costs for these small
buginess. The goal of these provisions is to provide a deterrent
such that there is $0 net impact on all parties invclved, and the
practices of most businesses are expected to be consistent with
practice guidelines. Therefore, any impact from non-compliance
will never be uniformly felt across the industry and most small
businesses will never be impacted. Further, although a small
business disciplined for unprofessional conduct may face
financial costs, it is impossible to estimate what those might be
both because any sgsuch violationg are unforeseeable, and because
any costs will vary depending on the unique characteristics of



the business and the circumstances of the violation. This
relevant data is unavailable.

None of the remaining proposed changes are expected to impact small
business revenues or expenditures because the changes will not
alter the price or guantity of any exchanges between any parties,
or merely update the rule to establish definitions, clarify
standards, encompass current requilrements and practices in the
profession, and make formatting changes for clarity.

Box 7D - Other Persons:

First, the proposed amendments that provide operating standards
for licensed pharmacists, pharmacy interns, and pharmacy
technicians working in a supervising pharmacy or in a remote
dispensing pharmacy may affect any of the 4,093 licensed
pharmacists, 783 licensed pharmacy interns, and 6,274 licensed
pharmacy technicians in Utah. These perscons may receive an
indirect benefit from potentially increased employment, but this
benefit is inestimable because of the unavailability of data. The
amendments are also not expected to have any measurable fiscal
costs to these persons because they are based on extensive
collaboration with the Board, so as to incorporate generally
accepted professional standards common in the industry. Second,
the proposed amendments allowing pharmacy interns and pharmacy
technicians to engage in the administration of vaccines or
emergency medications will potentially affect any of the 783
licensed pharmacy interns and 6,274 licensed pharmacy technicians
in Utah who choose to provide those services, and these persgons
may also receive an indirect benefit from potentially increased
employment. However, this benefit is inestimable because of the
unavailability of data and high cost of conducting research to
determine the estimates. Third, the newly added administrative
penalty for failure to comply with remote dispensing pharmacy
standards is not expected tc create a measurable fisgcal impact
for any licenseesg because the goal of this rule is to provide a
deterrent such that there is a $0 net impact, so for the typical
licensee this fine will have no impact. Inestimable fiscal
impacts include any money a person who is adjudicated as having
violated the rule might have tc pay in the form of an
administrative penalty. This amount is inestimable because it
applies only in cases of unforeseeable violations and because any
penalty will vary depending on the circumstances of the
violation. Finally, pharmacy customers are expected to receive an
indirect fiscal benefit from these amendments, resulting from
thelir potentially increased access to pharmacy services and to
vaccinations. Customers residing in rural areas and other areas
of need within Utah are especially likely to experience a fiscal
benefit. However, the precise benefit to these other persons
cannot be estimated because of the unavailability of data and the



nigh cogt of conducting research to determine the estimates.

In sum, although a fiscal benefit to other persons is expected
from thege amendments from a potential increase in revenue or
decrease in costs, the exact impact to other persons is
inestimable as it will vary substantially depending on individual
characteristics and choices, and the relevant data is
unavailable. None of the remaining proposed rules or amendments
are expected to impact other persons becausge they will not alter
the price or quantity of any exchanges between any parties, or
they merely update the rule to establish definitions, clarify
standards, encompass current reguirements and practices in the
profession, and make formatting changes for clarity.

Box 9A - Department Head Comments

In accordance with S.B. 170 passed during the 2019 Legislative
General Sesgion, this rule filing establishes the scope of practice
for pharmacy techniclans, and expands thelr scope to include
administering immunizations and emergency medications pursuent to
delegation by a pharmacist. Alsc 1in accordance with 2019 S.B. 170
this filing clarifies the requirements and ¢perating standards for
the practice of telepharmacy through a remote dispensing pharmacy.

This filing also proposes amendments recommended by the Division in
collaboration with the Pharmacy Licensing Board, including creation
of an Advisory FPharmacy Compounding Educatlon Committee and
clarification of wvarious reguirements, incliuding operating
standards for a third party logistics provider, regquired licensee
training and education, and reguired continuing education topics.
Various updates and non~substantive formatting changes are also
made throughout the rule.

Small Businesses (less than 50 employees}:

The amendments to Sectiong R156-17b-601 and R156-17b-621,
allowing pharmacy interns and pharmacy technicians to engage in
the administration of vaccines and emergency medications are
expected to create a fisgcal benefit for the approximately 508
Class A retail pharmaciesg, 284 Class B pharmacies, and 1,188
Class C pharmacies licensed in Utah that are small businegsesg
(NATCS 446110} . The precige figcal benefit ig inestimable because
the data necessary to determine how many small business
pharmacies will elect to hire pharmacy interns and pharmacy
technicians to provide vaccination services is not availabkle, and
because any increase in revenue will vary depending on the
characteristice of each small business and on the licensees that
the business chooses to employ. The proposed amendments relating
to the practice of telepharmacy and remote dispensing pharmacies
may impact the approximately 508 Class A retail pharmacies and
284 Class B pharmacies licensed in Utah that are small businesseg



(NAICS 446110). These amendments are expected to decrease
operating costs and increase revenues for Class A pharmacies or
Class B pharmacies that choose to serve as supervising pharmacies
or are designated ag remote dispensing pharmacies. An exact
egtimate of these benefits is not possible because the resulting
benefits will vary widely depending on the characterisgtics of
each supervising pharmacy and each remote dispensing pharmacy, on
the number of licensees that these small businesses will employ,
and on the approved location for each remote dispensing pharmacy.
Additionally, the data necessary to determine how many remote
dispensing pharmacies will be designated by the Division and
where those remote dispensing pharmacies might be located is
unavailable. Amendments that define as unprofessional conduct
the failure to comply with remote dispensing pharmacy operating
standards are not expected to impose any measurable costs for
these small businesseg. The goal of these provisions is to
provide a deterrent such that there is zero dollar net impact on
all parties involved, and the practices of most businesses are
expected to be consistent with practice guidelines. Therefore,
any impact from non-compliance will never be uniformly felt
across the industry and most small businesses will never be
impacted.

None of the remaining proposed changes are expected to impact
small business revenues or expenditures because the changes will
not alter the price or guantity of any exchanges between any
parties, or the changes merely update the rule to establish
definitions, clarify standards, encompass current reguirements
and practices in the profession, and make formatting changes for
clarity.

Regulatory Impact to Non-Small Businesses (50 or more employees):

The figcal impacts for the approximately 512 Class A retail
pharmacies, 286 Class B pharmacies, and 1,188 Class C pharmacies
licensed in Utah that are non-small businesses (NAICS 446110) are
the same as described above for small business. They are either
inestimable, for the reasong stated, or there is no fiscal
impact.



Appendix 1: Regulatory Impact Summary Table*

Fiscat Costs TTTFY 2020 1Y 202] Ty 2022

State Government $763 "l 5688 " T 3688

T.ocat Gavernment e $0 30 O
Gmatl Businesses 56 50 i

Nan-Smail Businesses 0 507 50

Other Person 50 T30 K
Total Fiseal Cosis §763 $648 5688

Fiscal Benefits

State Government 50 “Tsa " 50
“Local Government s 50 $0
Small Busimesses $0 " $0 ) $0
Non-Small usinesses $0 s 150
| Other Persans ’ 0 . 50 $0
“Total Fiscal Benefits: | $0 KT BRET)
Nel Fiscal Benetits: 1 (3763) (3688) ($688)

*This table only includes fiscal impacts that could be measured. 1§ there are inestimabie fiscal impacts, they will not be included in this table. Inestimabie
impacts for State Government, Locat Gevernment, Small
Businesses and Other Persons are described above, Inestimable impacts for Non-Small Businesses are described below,

Bppendix 2: Regulatory Impact to Non-Small Businesses

The amendments to Sections R156-17b-601 and R156-17b-621 allowing
pharmacy interns and pharmacy technicians to engage in the
administration of vaccines and emergency medications are expected
to create a fiscal benefit for the approximately 512 Class A
retail pharmacies, 286 Class B pharmacies, and 1,188 Class C
pharmacies licensed in Utah that are non-small businesses (NAILCS
446110) . The amended rule will allow these non-small businesses
to offer more services and thereby increase their revenue. The
precise fiscal benefit is inestimable because the data necessary
to determine how many non-small business pharmacies will elect to
hire pharmacy interns and pharmacy technicians to provide
vaccination services is not available, and because any increase
in revenue will vary depending on the characteristicg of each
non-small business and on the licensees that the business chooses
to employ.



The proposed amendments relating to the practice of telepharmacy
and remote dispensing pharmacies may impact the approximately 512
Class A retail pharmacies and 286 Class B pharmacies licensed in
Utah that are non-small businesses (NAICS 446110} . These
amendments are expected to decrease operating costs and increase
revenues for Class A pharmacies or Class B pharmacies that choose
to serve as supervising pharmacies or are designated as remote
dispensing pharmacies, because these pharmacies will be able to
provide services to customers at the remote dispensing pharmacy's
location in the area of need, and the remote dispensing
pharmacist in charge and supervising pharmacist will not need to
be on site at the locaticn. An exact estimate of these benefits
is not possible because the resulting benefits will vary widely
depending on the characteristics of each supervising pharmacy and
each remote dispensing pharmacy, on the number of licensees that
these non-small businesses will employ, and on the approved
location for each remote dispensing pharmacy. Additionally, the
data necessary to determine how many remote dispensing pharmacies
will be designated by the Division and where those remote
dispensing pharmacies might be located is unavailable.
Corresponding amendments that define as unprofessional conduct
the failure to comply with remote dispensing pharmacy operating
standards are not expected to impose any measurable costs for
these non-small business. The goal of these provisions ig to
provide a deterrent such that there is $0 net impact on all
parties involved, and the practices of most businesses are
expected to be consistent with practice guidelines. Therefore,
any impact from non-compliance will never be uniformly felt
acrose the industry and most non-small businesses will never be
impacted. Further, although a non-small business disciplined for
unprofessional conduct may face financial costs, it is impossible
to estimate what those might be both because any such vioclations
are unforeseeable, and because any costs will vary depending on
the unique characteristics of the business and the circumstances
of the violation. This relevant data is unavailable.

Nene of the remaining proposed changes are expected tc impact non-
small business revenues or expenditures because the changes will
not alter the price or gquantity of any exchanges Dbetween any
parties, or they merely update the rule to establish definitions,
clarify standards, encompass current requirements and practices in
the profession, and make formatting changes for clarity.

Include agency head sign-off here. The head of the Department of
Commerce, Francine Giani, has reviewed and approved this fiscal
analysis.



R156. Commerce, Occupational and Professional Licensing.
R156-17b. Pharmacy Practice Act Rule.
R156-17b-102. Definitions.

Tn addition to the definitions in Title 58, Chapters 1 and
17b, as used in Title 58, Chapters 1 and 17b or this rule:

(1) vaccredited by ASHP" means a program that:

(a) wag accredited by the ASHP on the day the applicant for
licensure completed the program; oOr

(b) was in ASHP candidate status on the day the applicant
for licensure completed the program.

(2) U"ACPE" means the American Council on Pharmaceuticail
Education or Accreditation Council for Pharmacy Education.
(3) "Analytical laboratory":

(a) means a facility in possession of prescription drugs
for the purpose of analysis; and

(b} does not include a laboratory possessing prescription
drugs used as gtandards and contrels in performing drug
monitoring or drug screening analysis if the prescription drugs
are pre-diluted in a human or animal body fluid, human or animal
body fluid components, organic solvents, or inorganic buffers at
a concentration not exceeding one milligram per milliiliter when
labeled or otherwise designated as being for in-vitro diagnostic
use .

(4) "Area of need" as ugsed in Subsection 58-17b-
612 (1) (b) (i) means:

{(a} a remote-rural hospital, as defined in Segtion 26-21-

13.6;

(b} a county of the fourth, fifth, or sixth clags, as
classified in Section 17-50-501; or

{c) any area where a demonstration ¢of need is approved by
the Division in collaboration with the Board, baged on any
factors affecting the accegs of perscng in that area to pharmacy
resources.

([#]15) "ASHP" means the American Society of Health System
Pharmacists.
([5]6) “Authorized distributeor of record" means a

pharmaceutical wholesgaler with whom a manufacturer has
established an ongoing relationship to distribute the
manufacturer's prescription drugs. An ongoing relationship is
deemed to exist between such pharmaceutical wholesaler and a
manufacturer, as defined in Section 1504 of the Intermnal Revenue
Code, when the pharmaceutical wholesaler has a written agreement
currently in effect with the manufacturer evidencing such ongoing
relationship, and the pharmaceutical wholesaler is listed on the
manufacturer's current list of authorized distributors of record.

([6]17) "Authorized personnel” means any person who is a
part of the pharmacy staff who participates in the operational
processes of the pharmacy and contributes to the natural flow of
pharmaceutical care.

([#18) "Chain pharmacy warehouse" means a physical location



for prescription drugs that acts as a central warehouse and
performs intracompany sales or transfers of the prescription
drugs to a group of chain pharmacies that have the same common
ownership and control.

(1819) nvClinic" as used in Subsection 58-17b-625(3) (b)
means a class B pharmacy, or a facility which provides out-
patient health care services whose primary practice includes the
therapeutic use of drugs related to a specific patient for the
purpose of:

{a) curing or preventing the patient's disease;

b) eliminating or reducing the patient's disease;

c) arresting or slowing a disease process.

[¢]10) "Co-licensed partner" means a person that has the
right te engage in the manufacturing or marketing of a co-
licensed product.

([+8]111) "Co-licensed precduct' means a device or
prescription drug for which two or more persons have the right to
engage in the manufacturing, marketing, or both consistent with
FDA's implementation of the Prescription Drug Marketing Act as
applicable.

([+%]112) "Community pharmacy" as used in Subsection 58-17b-
625(3) (b) means a class A pharmacy as defined in Subsection 58-
17b-102{10).

([+2]113) "Cooperative pharmacy warehouse" means a physical
lecation for drugs that acts as a central warehouse and is owned,
operated or affiliated with a group purchasing organizaticn (GPO)
or pharmacy buying cooperative and distributes those drugs
exclusively to its members.

{[+3]14) T"Counterfeit prescription drug" has the meaning
given that term in 21 USC 321(g) (2}, including any amendments
thereto.

([+%#]15}) "Counterfeiting" means engaging in activities that
create a counterfelt prescription drug.

([¥5]16) "Dispense", as defined in Subsection 58-17b-

102 (22), does not include transferring medications for a patient
from a legally dispensed prescription for that particular patient
into a daily or weekly drug container to facilitate the patient
taking the correct medication.

(i¥6117) T"Device" means an instrument, apparatus,
implement, machine, contrivance, implant, or other similar ox
related article, including any component part or accessory, which
is required under Federal law to bear the label, "Caution:
Federal or State law requires dispensing by or on the order of a
physician."

{[¥#]118) "DMP" means a dispensing medical practitioner
licensed under [Sectitor-58=]Title 58, Chapter 17b, Part 8.

({[18]12) "DMP designee" means an individual, acting under
the direction of a DMP, who:

(a} (1) holds an active health care professional license
under one of the following chapters:

{
(
{




A) Chapter 67, Utah Medical Practice Act;

B) Chapter 68, Utah Osteopathic Medical Practice Act;

C) Chapter 70a, Physician Assistant Act;

D) Chapter 31b, Nurse Practice Act;

E) Chapter 16a, Utah Optometry Practice Act;

F} Chapter 44a, Nurse Midwife Practice Act; or

G} Chapter 17b, Pharmacy Practice Act; or

11) 15 a medlcal assistant as defined in Subsection 58-67-
102 ([9]12
b) meets reguirements established in Subsection 58-17b-803
and

(c) can document succeggful completion of a formal or on-
the-job dispensing training program that meets standards
established in Section R156-17b-622.

([+9]20) "DMPIC" means a dispensing medical practitioner
licensed under [Seetien—58=~]Title 58, Chapter 17b, Part 8 who is
designated by a dispensing medical practitioner clinic pharmacy
to be responsible for activities of the pharmacy.

{[2e]21) "Drop shipment" means the sale of a prescription
drug to a pharmaceutical wholesaler by the manufacturer of the
drug; by the manufacturer's co-licensed product partner, third
party legistics provider, orxr exclusive digtributor; or by an
authorized distributor of record that purchased the proeduct
directly from the manufacturer or from one of these entities;
whereby:

(a) the pharmaceutical wholesale distributor takes title to
but not physical possession of such prescription drug;

(b} the pharmaceutical wholesale distributor invoices the
pharmacy, pharmacy warehouse, or other person authorized by law
to dispense to administer such drug; and

{(c) the pharmacy, pharmacy warehouse, or other person
authorized by law to dispense or administer such drug receives
delivery of the prescription drug directly from the manufacturer;
from the co-licensed product partner, third party logistics
provider, or exclusgive distributor; or from an authorized
distributor of record that purchases the product directly from
the manufacturer or from one ¢of these entities.

({2x]122) "Drug therapy management" means the review of a
drug therapy regimen of a patient by cne or more pharmacists for
the purpose of evaluating and rendering advice to one or moxe
practitioners regarding adjustment of the regimen.

([22]123) "Drugs", as used in this rule, means drugs or
devices.

([#3124) "Durable medical equipment" or "DME" means
equipment that:

(a} can withstand repeated use;

{
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{4) (¢

(b) 18 primarily and customarily used to serve a medical
purpose;
{(c) generally is not useful to a person in the absence of

an illness or injury;



(d) 1is suitable for use in a health care facility or in the
home; and

(e} may include devices and medical supplies.

{[24]25) "Entities under common administrative control?
means an entity holds the power, actual as well as legal to
influence the management, direction, or functioning of a business
or organization.

([25]26) "Entities under common ownership" means entity
asgetg are held indivisibly rather than in the names of
individual members.

{[2&]27) "ExCPRT", as used in this rule, means the Exam for
the Certification of Pharmacy Technicians.

{[2#]128) "FDA" means the United States Food and Drug
Administration and any successor agency.

{[28]129) "FDA-approved" means the federal Food, Drug, and

Cosmetic Act, 21 U.S.C.A. Section 301 et seg. and regulations
promulgated thereunder permit the subject drug or device to be
lawfully manufactured, marketed, distributed, and sold.

([29130) "High-risk, medium-risk, and low-risk drugs”
referg to the risk to a patient's health from compounding sterile
preparations, as referred to in USP-NF Chapter 797, for details
of determining risk level,

([36131) "Hespice facility pharmacy" means a pharmacy that
supplies drugs to patients in a licensed healthcare facility for
terminal patients.

([3x132) "Hospital clinic pharmacy! means a pharmacy that
is located in an outpatient treatment area where a pharmacist or
pharmacy intern is compounding, admixing, or dispensing
prescription drugs, and where:

(a} prescription drugs or devices are under the control of
the pharmacist, or the facility for administration to patients of
that facility;

(b} oprescription drugs or devices are dispensed by the
pharmacist or pharmacy intern; or

(¢} pregcription drugs are administered in accordance with
the order of a practitiocner by an employee or agent of the
facility.

(i32]23} T"Legend drug" or "prescription drug" means any

drug or device that has been determined to be unsafe for gelf-
medication or any drug or device that bears or is required to
bear the legend:

{(a) "Caution: federal law prohibits dispensing without
prescription®;

{b) "Caution: federal law restricts this drug to use by or
on the order of a licensed veterinarian"; or

{c)  "Rx only".

{[33]134) "Long-term care facility" as used in Section 58-
17b-610.7 means the same as the term ig defined in Section 58-
31b-102,

{[34]135) "Maintenance medications" means medications the



patient takes on an ongoing basis.

(36) "Mail service retailil pharmacy" meang a retail pharmacy
located in Utah that dispenses primarily through mailing or
shipping.

([3=5]137) tManufacturer's exclusive distributor® means an

entity that contracts with a manufacturer to provide or
coordinate warehousing, distribution, or other services on behalf
of a manufacturer and who takes title to that manufacturer's
prescription drug, but who does not have general responsibility
to direct the drug's sale or disposition. Such manufacturer's
exclusive distributor shall be licensed as a pharmaceutical
wholesaler under this chapter and be an "authorized distributor
of record" to be considered part of the "normal distribution
channel".

([36]138) "Medical gupplies" means items for medical use
that are suitable for use in a health care facility or in the
home and that are disposable or semi-disposable and are non-
reusable.

([37]139) "MPJE" means the Multistate Jurisprudence
Examination.

([38140) "NABP" means the National Association of Boards
of Pharmacy.

([39]41) "NAPLEX" means North American Pharmacy Licensing
Examination.

([46]142) "Non drug or device handling central prescription

processing pharmacy" means a central prescription processing
pharmacy that does not engage in compounding, packaging,
labeling, dispensing, or administering of drugs or devices.

([4x]143) "Normal distribution channel" meansg a chain of
custody for a prescription drug that goes directly, by drop
shipment asg defined in Subsection ([¥2]20), or via intracompany
transfer from a manufacturer; or from the manufacturer's co-
licensed partner, third-party logistics provider, or the
exclusive distributor to:

{a) a pharmacy or other designated persons authorized under
this chapter to dispense or administer prescription drugs to a
patient;

{b) a chain pharmacy warehouse that performs intracompany
sales or transfers of such drugs to a group of pharmacies under
common ownership and control;

(¢) a cooperative pharmacy warehouse to a pharmacy that is
a member of the pharmacy buying cooperative or GPO to a patient;

(@) an authorized distributor of record, and then to either
a pharmacy or other designated persons authorized under this
chapter to dispense or administer such drug for use by a patient;

(e} an authorized distributor cf record, and then to a
chain pharmacy warehouse that performs intracompany sales or
transfers of such drugs to a group of pharmacies under common
ownership and control; or

(f) an authorized distributor of record to ancther



authorized distributor of record to a licensed pharmaceutical
facility or a licensed healthcare practitioner authorized under
this chapter to dispense or administer such drug for use by a
patient.

([42]44) "Other health care facilities" means any entity as
defined in Utah Code Subsection 26-21-2(13) (a) or Utah
Administrative Code R432-1-3(55).

([43]145) "Parenteral" means a method of drug delivery
injected into body tissues but not via the gastrointestinal
tract.

({44]46) "Patient's agent" means a:

(a) relative, friend or other authorized designee of the
patient involved in the patient's care; or

(p) if requested by the patient or the individual under
Subsection (40) (a), one of the following facilities:

(i) an office of a licensed prescribing practitioner in
Utah;

(ii) a long-term care facility where the patient resides; or
(iii) a hospital, office, clinic or other medical facility that
provides health care services.

(145]147) "Pedigree" means a document or electronic file
containing information that records each distribution of any
given prescription drug.

({[46]48) "PICY, ag used in this rule, means the pharmacist-
in-charge.
([47149) "Prepackaged" or "Prepackaging" means the act of

transferring a drug, manually or by use of an automated pharmacy
gystem, from a manufacturer's or distributor's original container
to another container in advance of receiving a prescription drug
order or for a patient's immediate need for dispensing by a
pharmacy or practitioner authorized to dispense in the
establishment where the prepackaging occurred.

([48]50) "Prescription files" means alil hard-copy and
electronic prescriptions that includes pharmacist notes or
technician notes, clarifications or information written or
attached that is pertinent tc the prescription.

([49151) "Professicnal entry degree™, as used in Subsection
58-17b-303{(1) (f), means the professional entry degree offered by
the applicant's ACPE-accredited schocl or college cf pharmacy in
the applicant's year of graduation, either a baccalaureate in
pharmacy (BSPharm) or a doctorate in pharmacy (PharmD},

([56]152) "PTCB" means the Pharmacy Technician Certification
Board.

([5%1E523) "Qualified continuing education", as used in this
rule, means continuing education that meets the standards set
forth in Section R156-17b-3092.

(152]154) "Refill" means to f£ill again.

(55)  '"Remote dispensing pharmacist-in-charge" or "REDPIC"
meang the PIC of a remote dispensing pharmacy. The RDPIC shall
be the PIC of the remote dispensing pharmacy's supervising




pharmacy.
(56) "Remote dispensing pharmacy” means a Class A or Class

B pharmacy located in Utah that serves as the originating site
where a patient receiving serviges through a telepharmacy system
is phyvsically located and the practice of telepharmacy occurs,
pursuant to Section R1IG6-17b-6149g.

([53]57) '"Repackage" means repackaging or otherwise
changing the container, wrapper, or labeling to further the
distribution of a prescription drug, excluding that completed by
the pharmacist or DMP responsibkble for dispensing the product to a
patient.

([54]158} T"Research facility" means a facility where
research takes place that has policies and procedures describing
such research.

(59} "Retail pharmacy' ag defined in Subsection 58-17b-
102{67), is further clarified to mean a pharmaceutical facility
that dispenseg primarily to walk-in customers, and if applicable
may deliver.

([55]160) "Reverse distributor" means a person or company
that retrieves unusable or outdated drugs from a pharmacy for the
purpose of removing those drugs from stock and destroying them.

([56161) "Self-administered hormonal contraceptive" means
the same as defined in Subsecticn 26-62-102(9).
([57162) "Sterile products preparation facility" means any

facility, or portion of the facility, that compounds sterile
products using aseptic technique.

(63) "Superviging pharmacyv" means the Class A or Class B
pharmacy responsible for overseeing the operation of a remote
dispenging pharmacy, and whose PIC is the RDPIC for the remote
dispensing pharmacy, pursuant to Section R156-17b-614g.

([58)64) "Supervigor" means a licensed pharmacist or DMP
in good standing with the Division.
{(65) "Telepharmacy system" means a telecommunications and

information technologies svstem that monitors the preparation and
dispensing of prescription drugs and provideg for related drug
review and HIPAA-compliant patient counseling services using:

(a) asvnchronous store and forward transfer ag defined in
Subsection 26-60-102 (1) ;

(b) syvnchronous interacticon as defined in Subsection 26-60-
102 (8} : or

() still image caphure.

([59]166) "Third party logistics provider" means anyone who

contracts with a prescription drug manufacturer tc provide or
coordinate warehousing, distribution, or other similar services
on behalf of a manufacturer, but does not take title to the
prescription drug or have any authoritative contrecl over the
prescription drug's sale,

(I681€67) "Unauthorized personnel" means any person who is
not participating in the operational processes of the pharmacy
who in some way would interrupt the natural flow of



pharmaceutical care.

([6x168) "Unit dose" means the ordered amcunt of a drug in
a dosage form prepared for a one-time administration to an
individual and indicates the name, strength, lot number and
beyond use date for the drug.

([62]69) nUnprofessional conduct", as defined in Title 58,
Chapters 1 and 17b, is further defined, in accordance with
Subsection 58-1-203(1) (e), in Section R156-17b-502.

([63]170) The "Utah Hormonal Contraceptive Self-screening
Risk Assessment Questionnaire", adopted September 18, 2018, by
the Diviegion in collaboration with the Utah State Board of
Pnarmacy and Physicians Licensing Board, as posted on the
Division's website, is the self-screening risk assessment
gquestionnaire approved by the Division pursuant to Section 26-62-
106.

([64]71) "USP-NF" means the United States Pharmacopeia-
National Formulary (USP 41-NF 36), either First Supplement, dated
August 1, 2018, or Second Supplement, dated December 1, 2018,
which ig hereby adopted and incorporated by reference.

([65172) "Wholesaler" means a wholesale distributor who
supplies or distributes drugs or medical devices that are
restricted by federal law to sales based on the order of a
physician to a person other than the consumer or patient.

{ [66]73) "Wholegale distribution” meang the distribution of
drugs to persons other than consumers or patients, but does not
include:

{a) intracompany sales or transfers;

{b) the sale, purchase, distribution, trade, or other
transfer of a prescription drug for emergency medical reasons, as
defined under 21 CFR 203.3{m), including any amendments thereto;

(c) the sale, purchase, or trade of a drug pursuant to a
prescription;

(d) the distribution of drug samples;

(e} the return or transfer of prescription drugs to the
original manufacturer, original wholesale distributor, reverse
distributor, or a third party returns proceggor;

{£) the sale, purchase, distribution, trade, or transfer of
a prescription drug from one authorized distributor cf record to
one additional authorized distributor of record during a time
period for which there is documentation from the manufacturer
that the manufacturer is able to supply a prescription drug and
the supplying authorized distributor of record states in writing
that the prescription drug being supplied had until that time
been exclusively in the normal distribution channel;

(g} the sale, purchase or exchange of blood or blood
components for transfusions;

(h) the sale, transfer, merger or consolidation of all or
part of the business of a pharmacy;

(i) delivery of a prescription drug by a common carrier; or

() other transactions excluded from the definition of



"wholesale distribution" under 21 CFR 203.3 (cc}, including any
amendments thereto.

R156-~17b-105. Licensure - Administrative Inspection.

In accordance with Subsection 58-17b-103{(3) (£}, the
procedure for disposing of any drugs or devices seized by the
Division during an administrative inspection shall be handled as
follows:

(1) Any legal drugs or devices found and temporarily seized
by the Division that are found to be in compliance with this
chapter shall be returned to the PIC, RDPIC, or DMPIC of the
pharmacy involved at the conclusion of any investigative or
adjudicative proceedings and appeals.

(2) Any drugs or devices that are temporarily seized by the
Division that are found to be unlawfully possessed, adulterated,
misbranded, ocutdated, or otherwise in violation of this rule
shall be destroyed by Division perscnnel at the conclusion of any
investigative or adjudicative proceedings and appeals. The
destruction of any seized controlled substance drugs shall be
witnessed by two Division individuals. A controlled substance
destruction form shall be completed and retained by the Division,.

(3) An investigator may, upon determination that the
violations observed are of a nature that pose an imminent peril
to the public health, safety and welfare, reccommend to the
Division Director to isgue an emergency licensure action, such as
cease and desist.

(4) In accordance with Subsections 58-17b-103(1} and 58-
17b-601{1), a secure email address must be established by the
PIC, RDPIC, or DMPIC and responsible party for the pharmacy to be
uged for self-audits or pharmacy alerts initiated by the
Division. The PIC, RDPIC or DMPIC and responsible party shall
cauge the Division's Licensing Bureau to be notified on the
applicable form prescribed by the Division of the secure email
address or any change thereof within seven days of any email
address change. Only one email address shall be used for each
pharmacy.

R156-17b-106. Clarification of Use of Shall or May.
As used in Title 58, Chapters 1 and 17b or thig rule, the
use of "shalli" and "mav" is ¢larified as follows:

(1) "May" ig permigsive, and is used when granting a right,
privilege, ox power, or indicating any discretion to act.
(23 1chall createg a legal duty or obligation on the part

of the subject. The statute or rule ig mandating that the person
act as reaguired by the statute or rule, and the person has ng
digcretion to act differently.

(3) wWhen used negatively:

(a) "may not" is prohibitory, and abgolutely prohibits the
subiect of the statute or rule from performing a particuiar act;
it annihilates discretion; and




{(b) nghall not" is a construction not used in drafting Utah
gtatute or rule,

R156-17b~203. Advisory Pharmacy Compounding Education Committee
Created -~ Membership - Duties.

(1) In acceordance with Subsection 58-1-203(1) (f) and
dection R156-1-205, there is created the Advisory Pharmacy
Compounding Education Committee ("Committee").

(2)  The Committee shall be composed of seven members, who
shall be diversified between retail pharmacy, hospital pharmacy,
and other pharmacy gpecialties deemed pertinent by the Division
in collaboration with the Board. All members shall have
experience and knowledge of least cone USP Chaptex, USP <795>, USP
«797>, oxr USSP <800>.

(3}  The Board shall nominate Committee membersg for
appointment in accordance with R156-1-205, and if possible at
least six months prior to the date of cegsation of service.

(4) The Committee's dutieg and responsibilitieg shall be to
address pharmacy compounding igsues, including:

la)  monitoring current and proposed federal standards and
UsSP standards for pharmacy compounding;

(b) reviewing and making recommendations regarding pharmacy
compounding education and training;

(c) reviewing and making recommendationsg regarding pharmacy
compounding laws and ruleg: and

(d) any other pharmacy compounding igsues as _assigned by
the Divigion in collaboration with the Board.

(5) The Committee shall meet at least once per calendar
gquarter, and as may be directed by the Board with the concurrence
of the Divigion,

(6) (a) The Committee shall annually designate one of its
members to act ag chair and ancther member to acgt as vice chair,
onn a calendar vear basis. The Committee shall elect its chair
and vice chair at a meeting conducted in the last guarter of the
calendary vear.

{p) The chair, vice chair, or their desigpee shall attend
at least one Board meeting per calendar guarter tc report the
Committee's activities and recommendations Lo the Division and
the Boaxd,

R156-17b-302. Pharmacy Licensure Classifications - Pharmacist-
in-Charge, Remote Dispensing Pharmacist-in-Charge, or Dispensing
Medical Practitioner-In-Charge Requirements.

In accordance with S[ubs]ecticon 58-17b-302[%#F], the
classification of pharmacies [holtdingticemses—arelis clarified
as_follows:

(1) A Class A pharmacy includes all retail operations
located in Utah[—amdreguires—aPIC] . A Clasgg A pharmacy
reguires a PIC or RDPIC. Examples of Class A pharmacies include:

(a) retail pharmacies;




(b} mail gervice retail pharmacies; and

(c) _remote dispensing pharmacies.

(2) A Class B pharmacy includes an institutional pharmacy
that provides services to a target population unique to the needs
of the healthcare gervices required by the patient. All Class B
pharmacies require a PIC, RDPIC, or DMPIC, except for
pharmaceutical administration facilities and narcotic treatment
program pharmacies. Examples of Class B pharmacies include:
¢losed door pharmacies;
hogpital clinic pharmacies;
narcotic treatment program pharmacies;
nuclear pharmacies;
branch pharmacies;
hogpice facility pharmacies;
pharmaceutical administration facility pharmacies;
sterile product preparation facility pharmacies; [—and]
dispensing medical practitioner clinic pharmacies; and
remote dispensing pharmacies.

A Class C pharmacy includes a pharmacy that is involved
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in:

manufacturing;

producing;

wholesaling;

digtributing; or

reverse distributing.

A Class D pharmacy reguires a PIC licensed in the state
where the pharmacy is located and includes an out-of-state mail
[order] gervice pharmacy. Facilities with multiple locations
shall have licenses for each facility and each component part of
a facility.

(5) A Class E pharmacy does not reguire a PIC and includes:

(a) analytical laboratory pharmacies;

(b) animal contirol pharmacieg;

(c) durable medical eguipment provider pharmacies;

{(d) human clinical investigational drug research facility
pharmacies;

(e} medical gas provider pharmacies;

{f£) animal narcotic detection training facility pharmacies

{g) third party logistice providers;

{h) non drug or device handling central prescription
processing pharmacies; and

(i) wveterinarian pharmaceutical faciliity pharmacies.

(6) {21+ ]The Divigion shall convert all pharmacy licenses
[shati—be—converted] to the appropriate classification[—ly—tie
Pivietern] as identified in Section 58-17b-302.

(7) Each Class A and each Class B pharmacy required to have
a PIC or DMPIC ghall have one PIC or DMPIC who ig employed on a
full-time basis as defined by the employer, who acts as a PIC or
DMPIC for one pharmacy. However, the PIC or DMPIC:

ta) may be the PIC or DMPIC of more than one Class A or
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Class B pharmacy, if the additional Class A or Class B pharmacies
are not open to provide pharmacy services simultaneously; and

(b) _ may serve ag an RDPIC.

(8) A PIC, RDPIC, or DMPIC shall comply with [the
provistons—of ]Secticn R1GE-17b-6C3.

R156-17b-303a. Qualifications for Licensure - Education
Requirements.

(1) In accordance with Subgections 58-17b-303(2) and 58-
17b-304 (7) (b), the credentialing agency recognized to provide
certification and evaluate eguivalency of a foreign educated
pharmacy graduate is the Foreign Pharmacy Graduate Examination
Committee {FPGEC) of the National Association of Boards of
Pharmacy Foundation.

(2} In accordance with Subsection 58-17b-304(7), an
applicant for a pharmacy intern license shall demonstrate that
el the applicant meets one of the following education criteria:

(a) current admission in a [€lcollege of [PB]pharmacy
accredited by the ACPE, by written verification from [the—Pear] a
dean of the [€lgollege;

(b) a graduate degree from a school or college of pharmacy
that is accredited by the ACPE; or

(¢) a graduate degree from a foreign pharmacy school as
established by a certificate of equivalency from an approved
credentialing agency defined in Subsection (1).

(3} In accordance with Subsection 58-17b-305(1) (£), a
pharmacy technician shall complete a training program that ig:

(a) accredited by ASHP; or

(b) conducted by:

(1) the National Pharmacy Technician Association;

(i

(

i) Pharmacy Technicians University; or

iii} a branch of the Armed Forces of the United States,
and

(c} meets the following standards:

(i) completion of at least 180 hours of directly supervised
practical training in a licensed pharmacy as determined
appropriate by a licensed pharmacist in good standing; and

{ii) written protocols and guidelines for the teaching
pharmacist ocutlining the utilization and supervision of pharmacy
technician trainees that address:

(A) the specific manner in which supervision will be
completed; and

(B} an evaluative procedure to verify the accuracy and
completeness of all acts, tasks and functions performed by the
pharmacy technician trainee.

{4) An individual shall complete a pharmacy technician
training program and successfully pass the required examinaticn
ag listed in Subsection R156-17b-303c{4) within two years after
cbtaining a pharmacy technician trainee license, unless otherwise
approved by the Division in collaboration with the Board for good



cause showing exceptional circumstances.

(a) Unless otherwise approved under Subsection (4}, an
individual who fails to apply for and obtain a pharmacy
technician license within the two-year time frame shall repeat a
pharmacy technician training progran in its entirety if the
individual pursues licensure ag a pharmacy technician.

(5) (a) Pharmacy technician training programs that received
Division approval on or before April 30, 2014 are exempt from
satisfying standards established in Subsection R156-17H-303a(3)
for students enrolled on or before December 31, 2018.

(b) A student in a program described in Subsection (5) (&)
shall comply with the program completion deadline and testing
requirements in Subsection {4), except that the license
application shall be submitted to the Division no later than
December 31, 2021.

(¢) A program in ASHP candidate status shall notify a
student prior to enrollment that if the program is denied
accreditation status while the student is enrolled in the
program, the student will be reguired to complete education in
another program with no assurance of how many credits will
trangfer to the new program.

(d) A program in ASHP candidate status that is denied
accreditation shall immediately notify the Division, enrolled
students and student practice sites, of the denial. The notice
shall instruct each student and practice site that:

(i) the program nc longer satisfies the pharmacy technician
license education reguirement in Utah; and

(1i) enrollment in a different program meeting requirements
establighed in Subsection R156-17b-303a(3) is necessary for the
student to complete training and to satisfy the pharmacy
technician license education requirement in Utah.

(6) An applicant from another jurisdiction seeking
licensure as a pharmacy technician in Utah is deemed to have met
the qualifications for licensure in Subgection 58-17b-305{1) {f)
and 58-17b-305(1) {(g) 1if the applicant:

{a) has engaged in the practice of a pharmacy technician
for a minimum of 1,000 hours in that jurisdiction within the past
two years or has eqguivalent experience as approved by the
Division in collaboration with the Board; and

(b} hag passed and maintained current PTCB or ExCPT
certification.

R156-17b-303b. Qualifications for Licensure - Pharmacist -
Pharmacy Internship Standards.

In accordance with Subsection 58-17b-203(1) (g}, the
following standards are established for the pharmacy internship
required for licensure as a pharmacist:

(1) For graduates of all U.S. pharmacy schools:

(a) At least 1,740 hours of practice supervised by a
pharmacy preceptor shall be obtained accerding to the




Accreditation Council for Pharmacy Education (ACPE),
Accreditation Standards and Key Elements for the Professional
Program in Pharmacy Leading to the Doctor of Pharmacy Degree,
effective July 1, 2016 ("Standards 2016"), which is hereby
incorporated by reference.

(b) If a pharmacy intern is suspended or dismissed from an
approved College of Pharmacy, the intern shall notify the
Divisgion within 15 days of the suspension or dismissal.

{(c) If a pharmacy intern ceases to meet all requirements
for intern licensure, the pharmacy intern shall surrender the
pharmacy intern license to the Division within 60 days unless an
extension is reguested and granted by the Division in
collaboration with the Board.

(2} For graduates of all foreign pharmacy schoolsg, at least
1,440 hours of supervised pharmacy practice in the United States.

(3) Up to 500 hours towards the requirements of Subsections
(1) (a) or {(2) may be granted, at the discretion of the Division
in collaboration with the Board, for other experience
substantially related tc the practice of pharmacy.

R156-17b~-303¢c. Qualifications for Licensure - Examinations.

(1) In accordance with Subsection 58-17b~303(1) (h}, the
examinations that shall be successfully passed by an applicant
for licensure as a pharmacist are:

(a) the NAPLEX with a passing score as established by NAEP;
and

(b} the Utah Multistate Pharmacy Jurisprudence
Examination {MPJE} with a minimum passing score as established by
NABP.

(2) An individual who has failed either examination three
times shall meet with the Board to reguest an additional
authorization to test. The Divigion, in collaboration with the
Board, may require additional training as a condition for
approval of an authorization to retest.

(3) In accordance with Subsection 58-17b-303(3} (]}, an
applicant applying by endorsement is required to pass the Utah
MPJE.

(4} In accordance with Subsection 58-17b-305(1) (g}, an
applicant appliying for licensure as a pharmacy technician shall
pass the PTCB or ExCPT with a passing score as established by the
certifying body. The cextificate shall exhibit a valid date and
that the certification is active.

(5) A graduate of a foreign pharmacy school shall obtain a
passing score on the Foreign Pharmacy Graduate Examination
Committee (FPGEC) examination.

R156-17b-304. Temporary Pharmacist Licensure - Additional
Authorization to Test.

{1) In accordance with Subsgsection 58-1-303(1), the Division
may issue a temporary pharmacist license to a person who meets




all qualifications for licensure as a pharmacist in Utah except
for the passing of the required examination, if the applicant:

(a)__is:

(i) [+s—]a graduate of an ACPE accredited pharmacy school
within two months immediately preceding application for
licensure;

(i1} enrolled in a pharmacy graduate residency or
fellowship program; or

(1ii1) 1licensed in good standing to practice pharmacy in
another state or territory of the United States;

(b) submits a complete application for licensure as a
pharmacist except the passing of the NAPLEX and Utah MJPE
examinations;

(¢} sgubmits evidence of having secured employment in Utah
conditioned upon issuance of the temporary license, and the
employment is under the direct, on-site supervision of a
pharmacist with an active, non-temporary Utah license that [may
or—may1ot—] includes a controlled substance license; and

(d) has registered to take the required licensure
examinations.

(2) A temporary pharmacist license igsued under Subsection
(1) expires the earlier of:

(a) six months from the date of issuance;

(b) the date upon which the Division receives notice from
the examination agency that the individual has failed either
examination three times; or

(¢} the date upon which the Division issues the individual
full licensure.

(3} An individual who has failed either examination three
times shall meet with the Board to request an additional
authorization to test. The Division, in collaboration with the
Board, may require additicnal training as a condition for
approval of an authorization to retest.

{4) A pharmacist temporary license issued in accordance
with this section cannct be renewad, but may be extended up to
six months, asg approved by the Division in collaboration with the
Board.

R156-17b-305. OQualifications for Licensure - Pharmacist by
Endorsement.

[+14-—] In accordance with Subsections 58-17p-303{3) and 58-
1-301(3), an applicant for licensure as a pharmacist by
endorsement shall:

(1} apply through the "Licensure Transfer Program"
administered by NABP (<],

(2)  [Arapptricamt—for




appiteation -t Utals
——}»] have obtained sufficient continuing education credits
[+equired—] to maintain a license to practice pharmacy in the
state of practice; and

([=]3) not had a pharmacist license suspended, revoked,
canceled, surrendered, or otherwise restricted for any reason in
any state for ten years prior to application in Utah, unless
otherwise approved by the Division in collaboration with the
Board.

R156-17b-307. Qualifications for Licensure - Criminal Background
Checks.

(1) An applicant for licensure as a pharmacy shall
document, to the satisfaction of the Division, the owners and
management of the pharmacy and the facility in which the pharmacy
is located.

(2} The following individuals associated with an applicant
for licensure as a pharmacy shall be subject to the criminal
background check requirements set forth in Section 58-17b-307:

(a) the PIC;

(b) the PIC's immediate supervisor;

(¢) the genior person in charge of the facility in which
the pharmacy ig located;

(d) others associated with management of the pharmacy or
the facility in which the pharmacy is located as determined
necessary by the Divigion in order to protect public health,
gafety and welfare; and

(e) owners of the pharmacy or the facility in which the
pharmacy is located as determined necessary by the Division in
order to protect public health, safety and welfare.

R156-17b-308. Term, Expiration, Renewal, and Reinstatement of
License - Application Procedures. TIn accordance with Secticns
58-1-308 and 58-17b-506:

(1) The renewal date for the two-year renewal cycle
applicable to licensees under Title 58, Chapter 17b is
established in Section R1B6-1-308a.

(2) Renewal and reinstatement procedures shall be in
accordance with Sections R156-1-308a through R156-1-3081, except
as provided in Subsection (3).

(3) An applicant whose license was active and in good
standing at the time of expiration may apply for reinstatement
between two years and eight years after the date of expiration,
in accordance with the following practice re-entry reguirements:

(a} Each applicant shall:

(1} submit a reinstatement application demonstrating
compliance with all reguirements and conditions of license
renewal ;

(ii) pay all license renewal and reinstatement fees for the
current renewal period; and



(1ii) comply with any additional licensure requirements or
conditions considered necessary by the Division in collaboration
with the Board to protect the public and ensure the applicant is
currently competent to engage in the profession, such as:

(A) a background check;
conditional licensure;
refresher or practice re-entry programs;
licensure exams;
superviged practice requirements;
fitnegs for duty/competency evaluations; or

{ any other licensure requirements or conditions
determined necessary by the Division in collaboration with the
Board.

(b) An applicant applying between two and five years after
explration shall also:

! if requested, meet with the Board for evaluation of the
applicant's gualifications for licensure; and

(1i) submit evidence that the applicant has successfully
completed:

(A) all continuing education for each preceding renewal
period in which the license was expired; or

(B) a refresher or practice re-entry program approved by
the Divigion in collaboration with the Board.

(c) An applicant applying five or more years after
expiration shall also:

(i) meet with the Board for evaluation cof the applicant's
qualifications for licengure;

(ii) submit evidence that the applicant has:

(a) within five years preceding the application, passed the
examinations reguired for licensure under Section R156-17b-303cC
(NA[B] PLEX and MPJE for a pharmacist, or PTCE or ExCPT for a
pharmacy technician); or

(B} successfully completed a refresher or practice re-entry
program approved by the Division in collaboration with the Beoard;
and

Q= HEUOnw

(iii) successfully practice under conditional licensgure
during a period cof direct supervigion by a pharmacist, for a
period equal to at least 40 hours of supervision for each expired
year.

(4} The Division in collaboration with the Board may
approve extension of an intern license upon the request of the
licensee, if the intern lacks the required number of internship
hours for licensure.

R156-17b-308. Continuing Education.

In accordance with Section 58-170-310 and Subsectiong 58-1-
203(1) (g) and 58-1-308{3) (b}, the continuing education {CE)
requirements for renewal or reinstatement of a pharmacist or
pharmacy technician license for each two-year renewal cycle are
established as follows:



(1) & pharmacist shall complete at least 30 CE hours, which
gshall include at minimum:

(a) 12 hours of live or technology-enabled participation in
lectures, seminars, or worksheps;

{b) 15 hours in one or more of the folliowing topicsg:

(i) [ef—]disease state management/drug therapy[7i.

(ii) AIDS [/#¥F¥] therapyl[+]i

{1ii) general pharmacy;

{iv) patient gafety: or

{v) immunizations [—or—patient—safety];

(¢} one hour of pharmacy law or ethics;

(d) if [previdingtmmurizatieon] engaging in the
administration of immunizations or vaccineg as defined in Sectign
R156-17b-621, two hours in immunizations or vaccine-related
topics, which hours may be counted as part of the 15 hours
reguired under Subsection (1) {(b);

1 F ] e o ! e P ] g : : PR, P |

(e) 3 [LJ.LUVJ_LLJ..LJ.\_-j oM S Trat oI Ol TUITd~acTITIY I JeCtalrlc
Pl ) I [V g ol . Fon F T S.L 1 7 1o} o 1o L
Gty LTI dYy  de WL 0 I 1 <L 0 AR I Y AR J wrll WO R I W A Y S VRN s I Tl N ) N Ry & IO B~ Ry UWO TS LI

tub.a.;.\.,b retated -t lun‘ﬂ cu.,tj_.us_.j iujcg,tablcb]enqaqinq in the
administration of presgcription drugs or devices ag defined in
Section R156-17b-621 or R156-17b-625, two hours in topics reglated
to the adminigtration of those prescription drugs or devices; and

(£) if dispensging a self-administered hormonal
contraceptive in accordance with Title 26, Chapter 62, Family
Planning Access Act_as defined in R156-17b-621b, two hours in
topics related to hormonal contraceptive Lherapy.

(2} {(a) A pharmacy technician shall complete at least 20 CE
hoursa, which shall include at minimum:

(i} six hours of live or technology-enabled participation
at lectures, seminars, or workshops; [~amd]

(ii) one hour of pharmacy law or ethics; and

(iii) if engaging in the administration of immunizations or
vaccines as defined in Section R156-17b-621, two hours in
immunizations or vaccine-related topics.

([=]b) Current PTCE or ExCPT certification shall fulfill
all CE requirements for a pharmacy technician, except for
immunization/vaccine-related topic hourg that may be reguired
under Subsection (2) (a) {iii).

(3) {(a) If a licensee first becomes licensed during the two-
yvear renewal cycle, the licensee's required number of CE hours
shall be decreased proportionately according to the date of
licensure.

(b} The Divigion may defer or waive CE requirements as
provided in Section R156-1-308d.

(4) CE credit shall be recognized as follows:

(z) One live CE hour for attending one Utah State Board of
Pharmacy meeting, up to a maximum of two CE hours during each
two-year period. These hours may count as "pharmacy law or
ethics" hours.

{(b) Two CE hours for each hour of lecturing or instructing




a CE coursge or teaching in the licensee's profegsion, up to a
maximum of ten CE hours during each two-year period. The
licensee shall document the course's content and intended
audience (e.g., pharmacistg, pharmacy techniciang, pharmacy
interns, physicians, nurses). Public service programs, such asg
presentations to schoolchildren or service clubg, are not
eligible for CE credit.

(¢} All CE shall be approved by, conducted by, or under the
sponsorship of one of the following:

{i) institutes, seminars, lectures, conferences, workshops,
various formg of mediated instruction, and programmed learning
courses, presented by an ACPE-approved institution, individual,
organization, association, corporation, or agency;

(ii) programs approved by health-related CE approval
organizations, provided the CE is nationally recognized by a
healthcare accrediting agency and is related to the practice of
pharmacy;

(1ii) Division training or educational presentations;

{iv) educational meetings that [meet]are ACPE
[eritterial accredited and are sponsored by the Utah Pharmacy
Association, the Utah Socgiety of Health-System Pharmacists, or
other professional organization or association; and

(v) for pharmacists, programs of certification by qualified
individuals [~] such as certified diabetes educator credentials,
board certification, [tm—adve rherapeutic—diseasemanagens
or other certification as approved by the Division in
collaboration with the Board.

{(5) A licensee shall wmaintain documentation sufficient to
prove compliance with this section, for a period of four years
after the end of the renewal cycle for which the CE is due, by:

() maintaining registration with the NABP e-Profile CPE
Monitor plan or the NABP CPE Monitor Plus plan; and

(b) maintaining a certificate of completion or other
adequate documentation for any CE that cannot be tracked by the
licensee's NABP plan.

c]
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R156-17b-402. Administrative Penalties.

In accordance with Subsection 58-17b-401(6) and Sections 58-
17b-501 and 58-17b-502, unless otherwise ordered by the presiding
officer, the following fine and citation schedule shall apply:

TABLE
FINE SCHEDULE
VIOLATION FIRST OFFENSE SUBSEQUENT OFFENSE
58-1-501(1) (a) $ 500 - & 2,000 $ 2,000 - $10,000

58-1-501 (1) (b) S 500 - § 2,000 $.2,000 - £10,000




58-1-501(1) {¢) $ 500 $ 1,000 $ 1,000 - & 5,000
58-1-501 (1) (d) S 500 $ 1,000 $ 1,000 - $ 5,000
58-1-501{i) (e) S 100 $ 2,000 $ 2,000 - 510,000
58-1-501 (1) (£) (i) (A) S 500 $ 2,000 $ 2,000 - $10,000
58-1-501(2) (m} (i) S 500 $ 2,000 $ 2,000 - 810,000
58-1-501(1) (£} (i) (B) 8 500 $ 2,000 $ 2,000 - 210,000
58-1-501(2) {m) {ii) $ 500 $ 2,000 $ 2,000 - $10,000
58-1-501(2) (a) S 100 $ 2,000 S 2,000 - $10,000
58-1-501{2) (b} 5 500 $ 2,000 § 2,000 - $10,000
58-1-501(2) (¢) S 500 $ 2,000 $ 2,000 - $10,000
58-1-501(2) (d} $ 100 S 500 s 200 - $ 1,000
58-1-501(2) (e} g 100 S 500 S 200 - $ 1,000
58-1-501(2) (£} $ 100 S 500 S 200 - S 1,000
58-1-501(2) {g) S 500 $ 2,000 $ 2,000 - 310,000
58-1-501(2) (h) S 100 s 500 S 200 - $ 1,000
58-1-501{2) (i) s 100 8 500 g 200 - $ 1,000
58-1-501(2) (3) S 100 $ 500 $ 200 - $ 1,000
58-1-501(2} (k) s 100 $ 1,000 S 500 - $ 2,000
58-1-501(2) (1) 5 100 s 500 s 200 - § 1,000
58-1-501(2) (n} $ 500 g 2,000 $ 2,000 - 810,000
58-1-501.5 S 500 $ 2,000 $ 2,000 - $10,000
R156-~1-501{(2) S 500 S 2,000 § 2,500 - 310,000
R156-1-501(2) ] 500 $ 2,000 $ 2,500 - $10,000
R156-1-501(3) S 500 $ 2,000 $ 2,500 - 810,000
R156-1-501(4) $ 500 $ 2,000 $ 2,500 - $30,000
R156-1-501(5) S 500 $. 2,000 $ 2,500 - 510,000
R156-1-501(6) ] 500 $ 2,000 5 2,500 - $1C,C0C0
58-17b-501 (1) $ 500 g 2,000 $ 5,000

58-17b-501 (2) s 100 $ 1,000 S 500 - % 2,000
58-17b-501 (3) {a) 8 500 $ 2,000 $ 2,000 - $10,000
58-17b-5014{3) (b} = 500 $ 2,000 § 2,000 - $310,000
58-17b-501 (4) $ 1,000 $ 5,000 $10,000

58-17b-501 (5} $ 100 $ 500 S 200 - $ 1,000
58-17b-501 (6) s 500 $ 2,000 $ 2,000 - 810,000
58-17b-501(7) S 500 $ 2,000 $ 2,000 - 310,000
58-17b-501(8) S 500 $ 2,000 $ 2,500 - $10,000
58-17b-501(9) 5 500 § 1,000 $ 1,500 - $ 5,000
58-17b-501{10) s 500 $ 2,000 $ 2,500 - $310,000
58-17b-501(11) $ 500 S 2,000 $ 2,500 - $310,000
58-17b-501 (12) $ 1,000 $. 5,000 $10,000

58-17b~501(13) g 100 $ 500 $ 1,000 - § 2,500
58-17b-502 (1) (&) $ 500 $ 2,000 $ 2,500 - $10,000
58-17b-502 (1) (b) $ 2,500 $ 5,000 $ 5,500 - $10,000
58-17b-502 (1) {c) $ 1,000 $ 5,000 $10,000

58-17b-502 (1) {d} $ 500 $ 2,000 & 2,500 - $10,000
58-17b-502{1) (&) $ 1,000 $ 5,000 $10,000




-17b-502 (1) (£} S 500 - 8 2,000 $ 2,500 - $10,000
58-17b-502 (1) (g) $ 500 - $ 2,000 $ 2,500 - 810,000
58-17b-502(1) (h) S 100 - § 500 $ 500 - $ 1,000
58-17b-502{1) {i} $ 500 - § 2,000 $ 2,000 - 310,000
58-17b-502{1) (3) $ 100 - 3 500 $ 500 $ 1,000
58-17b-502 (1) (k) S 1c0 - S 500 $ 2,000 - $30,000
58-17b-502 (1) (1} S 100 - § 500 s 500 - % 1,000
58-17b-502 (1) (m) S 500 - & 1,000 $ 2,500 - 8§ 5,000
58-17b~502 (1) (n) = 100 - S 500 S 500 - & 1,000
58-17b-502(1) (o) g 100 - S 500 $ 500 -_$ 1,000
R156-17b-502 (1) S 250 - § 500 $ 2,000 - 810,000
R156-17b-502(2) {a) 5 250 - S 500 S 500 - $ 750
R156-17b-502(2) (b} S 500 - $ 2,000 $ 2,500 - $310,000
R156-17b-502{3) s 100 - & 500 s 500 - $ 1,000
R156-17b-502(4} g 50 s 100 $ 200 - S 300
R156-17b-502 (5} g 100 -~ 8 200 s 200 - § 500
R156-17b-502 (6} S 500 - $ 1,000 $ 2,000 ~ $10,000
R156-17b-502 (7) $ 500 - & 2,000 $ 2,000 - 310,000
R156-17b-502(8) S 100 - S 250 s 300 - $ 500
R156-17b-502(2) {a) g 50 - 8§ 100 s 250 - & 500
R156-17b-502(9) {b) $ 250 - 8 500 $ 750 $ 1,000
R156-17b-502(10) S 500 - & 2,000 § 2,000 - 810,000
R156-17b-%02{(31) S 100 - 8 500 $ 500 - $ 1,000
R156-17b-502{12)(a) S 100 - 8 250 s 500 - 8 2,500
R156-17b-502(12) (b) S 250 - $ 1,000 8 500 - $ 5,000
R156-17b-502{13) (a) & 50 - $ 100 S 250 - 8 500
R156-17b-502 (13} (b} 250 - S 500 $.1,000 - § 2,000
R156-17b-502(14) (a) & 500 - $2,500 $ 5,000 - 810,000
R156-17b-502(14) {(b) § 2,000 per cccurrence
R156-17b-502(15) double original penalty, up to 510,000
R156-17b-502(16) 5 500 - $2.,000 $ 2,000 - $10,000
R156-17b-502(17) $ 1,000 - 35,000 $10,000
R156-17b-502{18) S 500 - $2,500 $ 5,000 - 510,000
R156-17b-502(19) s 100 - 8500 g 200 - 8 1,000
R156-17b-502 (20} s 100 - $500 S 200 -_$ 1,000
R156-17b-502(21) $ 100 - $500 $ 200 - 8 1,000
R156-17b~502(22) S 500 - 82,000 § 2,000 - $10,000
R156-17b-502(23){a}) S 100 - $300 S 500 - $ 1,000
R156-17b-502(23) (b} 250 - 5500 $ 500 $ 1,250
R156-17b-502 (24) ) 10C - $500 S 500 - $ 1,000
R156-17b-502(25) S 500 - $2,000 $ 2,500 - $10,000
R156-17b-502 (26) ) 500 - $2,000 $ 2,800 - $10,000
58-37-8 $ 1,000 - 35,000 $ 5,000 - $10,000
R156-37-502{1) (a} S 500 - $2,000 $§ 2,500 ~ 310,000
R156-37-502(1) (b) S 500 - $2,000 $§ 2,500 - $£10,000
R156-37-502(2} ) 500 - $2,000 $ 2,500 - 810,000




R156-37-502(3) s 500 - $2,000 S5 2,500 - $1G,000

R156-37-502(4) S 500 - $2,000 S 2,500 - 510,000

R156-37-502(5) 3 500 - $2.,000 S 2,500 - 510,000

R156-37-502(6) S 500 - $2,000 $ 2,500 - $1¢,000

R156-37-502('7) s 500 - 52,000 $ 2,500 - 510,000

R156-37-502 (8) 5 500 - 52,000 $ 2,500 - $10,000

Anv other conduct

that constitutes

Unprofeggsional or

Unlawful conduct s 100 - § 500 S 200 - § 1,000
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R156-17b-502. Unprofessional Conduct.

"Unprofessional conduct” includes:

(1) wviolating any provision of the American Pharmaceutical
Association (APhA) Code of Ethics for Pharmacists, October 27,
1994, which is hereby incorporated by reference;

(2)(a} failing to comply with the USP-NF Chapter([s] 795
lemrd—797] if [suchr—chepters—=are—]applicable to activities

performed [—ta—the—pharmacy] ;
() failing to comply with the USP-NF Chaptexr 797, if

applicable to activities performed;

(3) failing to comply with the continuing education
requirements set forth in these rules;
(4) failing to provide the Division with a current mailing

address within a 10 business day period of time following any
change of address;

(5} defaulting on a student loan;

(6) failing to abide by all applicable federal and state
law regarding the practice of pharmacy;

(7) failing to comply with administrative inspections;

{(8) failing to return according to the deadline established
by the Division, or providing false information on a self-
ingpection report;

{9){a) wviolating the laws and rules regulating operating
standards in a pharmacy discovered upon inspection by the
Division;

(b} after discovery upon inspecticon by the Divigion of
violation of laws and rules regulating operating standards in a
pharmacy., failing to comply within the time established by the
Divigion;

(10) abandoning a pharmacy or leaving presgcription drugs
accessible to the public;




{11) failing to identify licensure classification when
communicating by any means;

(12) (a)__as a pharmacist, [-] practicing pharmacy with an
inappropriate pharmacist to pharmacy intern ratioc established by
Subsection R156-17b-606 (1) (d) or pharmacist to pharmacy
technician trainee ratioc as established by Subsection R156-17b-
601 ([3]15);

(b) as a pharmacy, practicing pharmacy with an
inappropriate pharmacist to pharmacy intern ratio established by
Subsection R156-17b-606{1) {(d) or pharmacist to pharmacy
technician trainee ratio ag established by Subsection Ri56-3i7D-
601(5);

(13} (a) as a pharmacist, {—] allowing any unauthorized
perscns in the pharmacy;

(b} as_a pharmacy, allowing any unauthorized persons in the
pharmpacy;

(14) (a) as a pharmacist, -] failing to offer toc counsel any
person receiving a prescription medication;

{(b) as a phaymacy, failing to offer to counsel any perscn
receiving a prescription medication;

(15) failing to pay an administrative fine that has been
assessed in the time designated by the Division;

(16} failing to comply with the PIC or DMPIC standards as
established in Section R156-17b-603;

(17} failing to adhere to institutional policies and
procedures related to technician checking of medications when
technician checking is utilized;

(18) failing to take appropriate steps to avoid or resolve
identified drug therapy management problems as referenced in
Subsection R156-17b-611(3);

(19) digpensing medication that has been discontinued by
the FDA;
{20) failing to keep or report accurate records of training

hours;

(21) failing to provide PIC or DMPIC information to the
Division within 30 days of a change in PIC or DMPIC;

(22} reguiring a pharmacy, pharmacist, or DMP to cperate
the pharmacy or allow cperation of the pharmacy with a ratic of
superviging pharmacist or DMP to other pharmacy personnel in
circumstances that result in, or reasonably would be expected to
raegult in, an unreasonable risk of harm to public health, safety,
and welfare;

(23)Y (a)  as a pharmacist, [—] failing to update the Division
within seven calendar days of any change in the email address
designated for use in self-audits or pharmacy alerts;

(b) as a pharmacy, failing to update the Division within




seven calendar days of any change in the email address designated
for use in self-audits or pharmacy alerts;

(24) failing to ensure, as a DMP or DMP clinic pharmacy,
that a DMP designee has completed a formal or on-the-job
dispensing training program that meets standards agtablished in
Section R156-17b-622; [—ard]

(25) failing to make a timely report regarding dispensing
of an opiate antagonist to the division and to the physician who
igsued the standing order as required in Section R156-17b-625;
and

(26) failing to comply with the coperating standards for a
remote dispensing pharmacy as established in Section R156-17b-

6149g.

R156-17b-601. Operating Standards - Pharmacy Technician and
Pharmacy Technician Trainee,

In accordance with Subsection 58-17b-102(56), practice as a
licensed pharmacy technician is defined as follows:

{1) A pharmacy technician may perform any task assocciated
with the physical preparation and processing of prescripticn and
medication orders, including:

{a) receiving written prescriptions;

(b) taking refill orders, including refill authorizations;

(¢) entering and retrieving information intc and from a
database or patient profile;

(d) preparing labels;

(e} retrieving medications from inventory;

(f} counting and pouring intc containers;

(g) placing medications into patient storage containers;
(f)

(i)

affixing labels;
compounding;

() counseling for over-the-counter drugs and dietary
supplements under the direction of the supervising pharmacist [—as
referenced—IT Sub.:t:k,tiun 58171 102(56}];

(k) receiving new pregscription drug orders when
communicating telephonically or electronically, if the original
information is recorded so the pharmacigt may review the
prescription drug order as transmitted, including accepting new
prescription drug orders [Ieft]saved on voicemail for a
pharmacist to review;

(1) performing checks of certain medications prepared for
distribution filled or prepared by another technician within a
Class B hospital pharmacy, such as medications prepared for
distribution to an automated dispensing cabinet, cart £ill, crash
cart medication tray, or unit dosing from a prepared stock
bottle, in accordance with the following operating standards:




(i) technicians authorized by a hospital toc check
medications shall have at least cone year of experience working as
a pharmacy technician and at least six months experience at the
hospital where the technician is authorized to check medications;

{ii) technicians shall only check steps in the medication
distribution process that do not require the professional
judgment of a pharmacist and that are supported by sufficient
automation or technology to ensure accuracy (e.g. barcode
scanning, drug identification automation, checklists, visual
aids) ;

(1ii) hospitals that authorize technicians to check
medicaticns shall have a training program and ongoing competency
assessment that is documented and retrievable for the duraticn of
each technician's employment and at least three years beyond
employment, and shall maintain a list of technicians on staff
that are allowed to check medicatiocns;

{iv) Thospitals that authorize technicians to check
medications shall have a medication error reporting system in
place and shall be able to produce documentation of its use;

(v) a supervising pharmacist shall be immediately available
during all times that a pharmacy technician is checking
medications;

(vi) Thospitals that authorize technicians to check
medications shall have comprehensive policies and procedures that
guide technician checking that include the following:

(A) process for technician training and ongoing competency
assessment and documentation;

(B) process for supervising technicians who check
medications;

(C) 1list of medications, or types of medications that may
or may not be checked by a technician;

(D) description of the automation or technology to be
utilized by the institution to augment the technician check;

(E) process for maintaining a permanent log of the unigue
initials or identification codes that identify each technician
respongible for checked medications by name; and

{(F) description of processges used to track and respond to
medication erxcrs; and

{m) additional tasks not requiring the judgment of a
pharmacist.

(2) A [phe

33 Tlre] pharmacy technician [shalt]may not: [receive new
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{(a) receive a new pregcription or medication corder, except
as degcribed in Subsection (1 ) {k);

(b)Y  clarify a prescription or medication order from a
pregcriber;

(c) perform a drug utilization review;

{d) vperform final review of a pregcribed drug prepared for
dispensing;

{e) digpense a drug; or

(f) counsel a patient with regpect t¢c a prescription drug.
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60533 +=+-]1A pharmacy technician may administer vaccineg and
emergency medications pursuant to delegation by a pharmacist
under the Vaccine Administration Protoccl: Standing Order to
Adminigter Immunigzations and Emergency Medicatione, adopted March
26, 20319, by the Divigion in collaboration with the Utah State
Board of Pharmacyv and Utah Physiciang Licensing Boaxd, as posted
on the Division website, if the pharmacy technician:

{a) has completed the initial training required by Section
R156-17b-621;

(b) is under "direct', on-site supervigion by the
delegating pharmacist ag defined in R156-1-102a(4) (a}); and
(¢) for each renewal cvcle after the initial training, has

compieted a minimum of two hours of continuing edugation in
immunization or vaccine-related topics in accordance with R156-
17-309,

([514) A pharmacy technician traineej

(a) shall practice only under the direct supervision of a
pharmacist, and in a ratio not to exceed one pharmacy technician
trainee to one pharmacist; and

(b} mayvy perform any tagk in Subgecticon (1), except
performing checks cof certain medicatione prepared for
distribution filled or prepared by a technician within a Class B
hospital pharmacy ag described in Subsection (1) {1},

R156-17b-602. Operating Standards - Pharmacy Intern.

A pharmacy intern may provide services including the
practice of pharmacy under the supervision of an approved
preceptor, as defined in Subsection 58-17b-102(50), provided the
pharmacy intern met the criteria as established in Subsection
R156~-17b- [3066]303a.



R156-17b-603. Operating Standards - Pharmacist-In-Charge, Remote
Dispensing Pharmacist-in-Charge, or Dispensing-Medical-
Practitioner-In-Charge.

(1) The PIC, RDPIC, oxr DMPIC shall have the responsibility
to oversee the operation of the pharmacy in confoxrmance with all
laws and rules pertinent to the practice of pharmacy and the
distribution of drugs, durable medical equipment, and medical
supplies. The PIC, RDPIC, or DMPIC shall be personally in full
and actual charge of the pharmacy.

{2) In accordance with Subsections 58-17b-103(1) and 58-
17b-601 (1), a unique email address shall be established by the
PIC, RDPIC, DMPIC, or responsible party for the pharmacy to be
used for self-audits cr pharmacy alerts initiated by the
Divigion. The PIC, RDPIC, DMPIC, or responsible party shall
notify the Division of the pharmacy's email address in the
initial application for licensure.

(3} The duties of the PIC, RDPIC, c¢r DMPIC shall include:

(a} assuring that a pharmacist, pharmacy intern, DMP, or
DMP designee dispenses drugs or devices, including:

(i} packaging, preparation, compounding and labeling; and

(ii) ensuring that drugs are dispensed safely and
accurately as prescribed;

(b} assuring that pharmacy personnel deliver drugs to the
patient or the patient's agent, including ensuring that drugs are
delivered safely and accurately as prescribed;

(¢) assuring that a pharmacist, pharmacy intern, or DMP
communicates to the patient oxr the patient's agent, at their
request, information concerning any prescription drugs dispensed
to the patient by the pharmacist, pharmacy intern, or DMP;

(d) assuring that a reasonable effort is made to obtain,
record and maintain patient medication records;

{e) educaticn and training of pharmacy personnel;

{f) establishment of policies for procurement of
prescription drugs and devices and other products dispensed from
the pharmacy;

{g) disposal and distribution of drugs from the pharmacy;

(h) bulk compounding of drugs;

(i) storage of all materials, including drugs, chemicals
and biologicals;
(j) maintenance of records of all transactiocns of the

pharmacy necessary toe maintain accurate contrcl over and
accountability for all pharmaceutical materials reguired by
applicable state and federal laws and regulations;

(k} establishment and maintenance of effective controls
against theft or diversion of prescription drugs and records for



such drugs;

(1) if records are kept on a data processing system, the
maintenance of records stored in that system shall be in
compliance with pharmacy regquirements;

(m) legal operation of the pharmacy including meeting all
inspection and other requirements of all state and federal laws,
rules and regulationg governing the practice of pharmacy;

{n) implementation of an ongeing quality assurance program
that monitors performance of the automated pharmacy system, which
ig evidenced by written policies and procedures developed for
pharmaceutical care;

(o) 1f permitted to use an automated pharmacy system for
digpensging purposes:

(i) ensuring that the gystem is in good working order and
accurately dispenses the correct strength, dosage form and
guantity of the drug prescribed while maintaining appropriate
record keeping and security safeguards; and

(i1} implementation of an ongoing quality assurance program
that monitors performance of the automated pharmacy system, which
ig evidenced by written policies and procedures developed for
pharmaceutical care;

(p) assuring that all relevant information is submitted to
the Controlled Substance Database in the appropriate format and
in a timely manner;

(g) assuring that all pharmacy persconnel have the
appropriate licensure;

(r) assuring that no pharmacy operates with a ratic of
pharmacist or DMP to other pharmacy personnel in circumstances
that result in, or reasonably would be expected to result in, an
unreasonable risk of harm to public health, safety, and welfare;

(s) assuring that the PIC, RDPIC, or DMPIC assigned to the
pharmacy is recorded with the Divisicn and that the Divisicon is
notified of a change in 2IC, RDPIC, or DMPIC within 30 days of
the change; and

(t) assuring, with regard to the unique email address used
for self-audits and pharmacy alerts, that:

(i) the pharmacy uses a single email address; and

(i1} the pharmacy notifies the Division, on the form
prescribed, of any change in the email address within seven
calendar days of the change.

R156-17b-604. Operating Standards - Closing a Pharmacy.

At least 14 days prior to the closing of a pharmacy, the
PIC, RDPIC, or DMPIC shall comply with the following:

(1) If the pharmacy 1s registered toc possess controlled
gsubstances, send a written notification to the appropriate




regional office of the Drug Enforcement Administration (DEA)
containing the following information:
(a) the name, address and DEA registration number of the

pharmacy;
{b) the anticipated date of closing;
{¢) the name, address and DEA registration number of the

pharmacy acguiring the controlled substances; and

(d) the date the transfer of controlled substances will
occur,

(2) If the pharmacy dispenses prescription drug orders,
post a closing notice sign in a conspicucus place in the front of
the prescription department and at all public entrance doors to
the pharmacy. Such closing notice shall contain the following
information:

(a} the date of cloging; and

(b} the name, address and telephone number of the pharmacy
acquiring the prescription drug orders, including refill
information and patient medication records of the pharmacy.

(3) On the date of closing, the PIC, RDPIC, or DMPIC shall
remove all prescription drugs from the pharmacy by one or a
combination of the following methods:

(a) return prescription drugs to manufacturer or supplier
for credit or disposal; or

(b) transfer, sell or give away prescription drugs to a
person who 1is legally entitled to possess drugs, such as a
hospital or another pharmacy.

(4) If the pharmacy dispenses prescription drug orders:

(a) transfer the prescription drug order files, including
refill information and patient medication records, to a licensed
pharmacy within a reascnable distance of the closing pharmacy;
and

{b) move all signs or notify the landlord or owner c¢f the
property that it is unlawful to use the word "pharmacy", or any
other word or combination of words of the same or similar
meaning, or any graphic representation that would mislead or tend
to miglead the public that a pharmacy is located at this address.

(5) Within [*€]ten days of the closing of the pharmacy, the
PIC, RDPIC, or DMPIC shall forward to the Division a written
notice of the c¢losing that includes the following information:

(a) the actual date of closing;

(b) a surrender of the license issued to the pharmacy;

(c} a statement attesting:

(i} that an inventory asg sgpecified in Subsection R156-17b-
605{4) has been conducted; and

(i1} the manner in which the legend drugs and controlled
substances possessed by the pharmacy were transferred or



disgposed;

(d) if the pharmacy dispenses prescription drug orders, the
name and address of the pharmacy to which the prescription drug
orders, including refill information and patient medication
records, were transferred.

(6} If the pharmacy is registered to possess contrclled
substances, a letter shall be sent to the appropriate DEA
regional office explaining that the pharmacy has closed. The
letter shall include the following items:

{a) DEBEA registration certificate;

(b) all unused DBEA order forms (Form 222) with the word
"YOID" written on the face of each order form; and

(¢) copy #2 of any DEA order forms (Form 222) usged to
transfer Schedule II controliled substances from the closed
pharmacy.

(7) If the pharmacy is closed suddenly due to fire,
destruction, natural disaster, death, property seizure, eviction,
bankruptcy or other emergency circumstances and the PIC, RDPIC,
or DMPIC cannot provide notification 14 days prior to the
cloging, the PIC, RDPIC, or DMPIC shall comply with the
provigions of Subsection (1) as far in advance of the closing as
allowed by the circumstances.

(8) If the PIC, RDPIC, or DMPIC is not avallable to comply
with the reguirements of this section, the owner or legal
repregentative shall be responsible for compliance with the
provigicons of this section.

(9) Notwithstanding the requirements cof this section, a DMP
clinic pharmacy that closes but employs licensed practitioners
who desire to continue providing services other than dispensing
may continue to use prescription drugs in their practice as
authorized under their respective licensing act.

R156-17b~605. Operating Standards - Inventory Requirements.

(1) All out of date legend drugs and controlled substances
ghall be removed from the inventory at regular intervals and in
correlation to the beyond use date imprinted on the labkel.

(2) General requirements for inventory of a pharmacy shall
include the following:

(a) the PIC, RDPIC, or DMPIC shall be responsible for
taking all required inventorieg, but may delegate the performance
of the inventory to another person or persons;

{b) the inventory records shall be maintained for a pericd
of five vyears and be readily available for inspection;

(¢} the inventory records shall be filed separately from
all other records;

{d) the inventory records shall be in a written,




typewritten, or printed form and include all stocks of controlled
substances on hand on the date of the inventory including any
that are out of date drugs and drugs in automated pharmacy
systems. An inventory taken by use of a verbal recording device
shall be promptly transcribed;

{e) the inventory may be taken either as the opening of the
businegss or the close of business on the inventory date;

(f) the person taking the inventory and the PIC, RDPIC, or
DMPIC shall indicate the time the inventory was taken and shall
sign and date the inventory with the date the inventory was
taken. The signature of the PIC, RDPIC, or DMPIC and the date of
the inventory shall be documented within 72 hours or three
working days of the completed initial, annual, change of
ownership and closing inventory;

(g} the person taking the inventory shall make an exact
count or measure all controlled substances listed in Schedule I
or II;

(h) the person taking the inventory shall make an estimated
count or measure of all Schedule III, IV or V controiled
substances, unless the container holds more than 1,000 tablets or
capsules in which case an exact count of the contents shall be
made ;

(i} the inventory of Schedule I and II controlled
substances shall be listed separately from the inventory of
Schedule III, IV and V controlled substances;

(7)  if the pharmacy maintains a perpetual inventory of any
of the drugs required to be inventories, the perpetual inventory
shall be reconciled on the date of the inventory.

(3) Requirements for taking the initial contrclled
substancesg inventory shall include the following:

{a) all pharmacies having any sgtock of contrelled
substances shall take an inventory on the opening day of
business. Such inventory shall include all contrclled substances
including any out-of-date drugs and drugs in automated pharmacy
systems;

(b) in the event a pharmacy commences business with no

controlled substances on hand, the pharmacy shall record this
fact ag the initial inventory. An inventory reporting no
Schedule I and II controlled substances shall be listed
separately from an inventory reporting no Schedule III, IV, and V
controlled substances;

(¢} the initial inventory shall serve as the pharmacy's
inventory until the next completed inventory as specified in
Subsection {4} of this section; and

(d} when combining two pharmacies, each pharmacy shall:

(i} conduct a separate closing pharmacy inventory of



controlled substances on the date of closure; and

(1i} conduct a combined opening inventory of contrxolled
subgstances for the new pharmacy prior tc opening.

(4) Requirement for annual controlled substances inventory
shall be within 12 months following the inventory date of each
vear and may be taken within four days of the specified inventory
date and shall include all stocks including out-cof-date drugs and
drugs in automated pharmacy systems.

(5) Reguirements for change of ownership shall include the
following:

{a) a pharmacy that changes ownership shall take an
inventory of all legend drugs and controlled substances including
cut-of-date drugs and drugs in automated pharmacy systems on the
date of the change of cwnership;

(b} such inventory shall constitute, for the purpose of
this section, the clecsing inventory for the seller and the
initial inventory for the buyexr; and

(¢} transfer of Schedule I and II controlled substances
shall require the use of official DEA order forms (Form 222}.

(6) Reguirement for taking inventory when closing a
pharmacy includes the PIC, RDPIC, DMPIC, owner, cor the legal
representative of a pharmacy that ceases to operate as a pharmacy
shall forward to the Division, within ten days of cessation of
operation, a statement attesting that an inventory has been
conducted, the date of closing and a statement attesting the
manner by which legend drugs and controlled substances possessed
by the pharmacy were transferred or disposed.

(7) All pharmacies shall maintain a perpetual inventory of
all Schedule II controlled substances that shall be reconciled
according to facility pclicy.

R156-17b-607. Operating Standards - Supportive Personnel.

{1) In accordance with Subsecticon 58-17b-102([&9]71) (a),
supportive personnel may assist in any tasks not related to drug
preparation or processing including:

(a} stock ordering and restocking;

(b) cashiering;

{(c) Dbilling;

() filing;

{e) receiving a written prescription and delivering it to
the pharmacist, pharmacy intern, pharmacy technician, pharmacy
technician trainee, DMP, or DMP designee;

(£) housekeeping; and

(g} delivering a pre-filled prescription to a patient.

(2) Supportive persconnel shall not enter information into a
patient prescription profile or accept verbal refill information.



(3} In accordance with Subsection 58-17b-102([692]171) (b) &all
supportive personnel shall be under the supervision of a licensed
pharmacigt or DMP. The licensed pharmacist or DMP shall be
present in the area where the person being supervised is
performing services and shall be immediately available to assist
the person being supervised in the services being performed
except for the delivery of pre-filled prescriptiong as provided
in Subsection (1) (g} above.

{4} Tn accordance with Subsection 58-17h-601(1), a
pharmacist, pharmacy intern, pharmacy technician, pharmacy
technician trainee, DMP, or DMP designee whose license has been
revoked or ig suspended shall not be allowed to provide any
support services in a pharmacy.

R156-17b-608. Common Carrier Delivery.

A pharmacy that employs the United States Postal Service or
other common carrier to deliver a filled prescription directly to
a patient shall, under the direction of the PIC, RDPIC, DMPIC, or
other responsible employee:

(1} use adequate storxage or shipping containers and
shipping processes to ensure drug stability and potency. The
shipping processes shall include the use of appropriate packaging
material and deviceg, according to the recommendations of the
manufacturer or the United States Pharmacopeia Chapter 1079, in
order to ensure that the drug is kept at appropriate storage
temperatures throughout the delivery process to maintain the
integrity of the medicaticn;

{(2) wuse shipping containers that are sealed in a manner to
detect evidence of opening or tampering;

(3) develop and implement policies and procedures to ensure
accountability, safe delivery, and compliance with temperature
requirements. The policies and procedures shall address when
drugs do not arrive at their destination in a timely manner or
when there is evidence that the integrity of a drug was

compromised during shipment. In these instances, the pharmacy
shall make provisions for the replacement of the drugs;
(4} (i) provide for an electronic, telephonic, or written

communication mechanism for a pharmacy to offer counseling toc the
patient as defined in Section 58-17b-613; and

(ii) provide documentation of such counseling; and

{(5) provide information toc the patient indicating what the
patient should do if the integrity of the packaging or drug was
compromised during shipment.

R156-17b-610. Operating Standards - Patient Counseling.
In accordance with Subsection 58-17b-601(1), guidelines for



providing patient counseling established in Section 58-17b-613
include the following:

(1) (a) Counseling shall be offered orally in person, unless
the patient or patient's agent i1s not at the pharmacy or a
specific communication barrier prohibkits oral communication.

(b) Counseling may be provided thrcugh a telepharmacy
system,

{2) A pharmacy facility shall crally offer to counsel, but
fehattot—Te] is not required to counsel a patient or patient's
agent [vahc.u. e yaticut oY b)al.t_ll.@litlb a.\_.jcut]w__l’}_g refuses such
counseling.

(3) Based upon the professional judgment of the pharmacist,
pharmacy intern, or DMP, patient counseling may include the
following elements:

{a} the name and description of the prescription drug;

(b} the dosage form, dose, route of administration and
duration of drug therapy;

(¢} intended usge o0f the drug, when known, and expected
action;

(d) special directions and precauticns for preparation,
administration and use by the patient;

(e} commen severe side or adverge effects or interactions
and therapeutic contraindications that may be encountered,
including their avoidance, and the action reguired if they occur;

(f) technigques for self-monitoring drug therapy;

(g) proper storage;

(h) prescription refill information;
i)
7)

{ action to be taken in the event of a missed dose;

{ pharmacist comments relevant to the individual's drug
therapy, including any other information specific to the patient
or drug; and

{k) the date after which the prescription should not be
taken or used, or the beyond use date.

(4) The offer to counsel shall be documented. [—armrdt——saict—d]
Documentation shall be [avatiaslbietotihe bBivistornr—These records
stheti—Pe-lmaintained for a period of five years, and be available
for ingpection by the Division within 7-10 business days_of the
Division's request.

(5} Only a pharmacist, pharmacy intern, or DMP may orally
provide counseling to a patient or patient's agent and answer
questions concerning prescription drugs.

(6} If a prescription drug order is delivered to the
patient or [the—]patient's agent [at—thepatientts—]or other
designated location [;—the—following—is—appricabie]:

(a) the informaticn specified in Subsection (3) [of-this

sectton—] shall be delivered with the dispensed prescription in




writing;

{(b) if prescriptions are routinely delivered outside the
area covered by the pharmacy's local telephcone service, the
pharmacist shall place on the prescription container or on a
separate sheet delivered with the prescription container, the
telephone number of the pharmacy and the statement "Written
information about thig prescription has been provided for you.
Please read this information before you take this medication. If
vou have questions concerning this prescription, a pharmacist is
available during normal business hours to answer these
questions.”; and

(¢} the written information provided in Subsection {6) (b)
[of—tirte—section—] shall be in the form of patient information
leaflets gimilar to USP-NF patient information monographs or
equivalent information.

(7) Patient counseling [shald]lis not [ke—]required for
[ir1] patients of a hospital or institution where other licensed
health care profesgsionals are authorized to administer the
patient's drugs.

(8} A pharmacist or pharmacy intern who dispenses a self-
administered hormonal contraceptive shall obtain a completed Utah
Hormeonal Contraceptive Self-Screening Risk Assessment
Questionnaire and provide written informaticen and counseling as
described in Section 26-62-106,

R156~17b-612. COperating Standards - Prescriptions.

In accordance with Subsection 58-17b-601{1), the following
shall apply to prescriptions:

(1) Prescription orders for controlled substances
(including prescription transfers) shall be handled according to
the rules of the Federal Drug Enforcement Administration.

{2) A prescription issued by an authorized licensed
practitioner, if verbally communicated by an agent of that
practitioner upon that practitioner's specific instruction and
authorization, may be accepted by a pharmacist, pharmacy intern,
or DMP,

(3) A prescription issued by a licensed prescribing
practitioner, if electronically communicated by an agent of that
practitioner, upon that practiticner's specific instruction and
authorization, may be accepted by a pharmacist, pharmacy intern,
pharmacy technician, pharmacy technician tfrainee, DMP, or DMP
degignee.

(4) In accordance with Sectiong 58-17b-609% and 58-17b-611,
prescription files, including refill informaticn, shall be
maintained for a minimum of five years and shall be immediately
retrievable in written or electronic format.



(5} Prescriptions for legend drugs having a remaining
authorization for refill may be transferred by the pharmacist,
pharmacy intern, or DMP at the pharmacy holding the prescription
to a pharmacist, pharmacy intern or DMP at another pharmacy upon
the authorization of the patient to whom the prescription was
igsued or electronically as authorized under Subsection R156-17b-
£13{9). The transferring pharmacist, pharmacy intern, or DMP and
receiving pharmacist, pharmacy intern, or DMP shall act
diligently tc ensure that the total number of authorized refills
is not exceeded. The following additional terms apply to such a
transfer:

(a) the transfer shall be communicated directly between
pharmacists, pharmacy intern, or DMP or as authorized under
Subsection R156-~17b-613{9);

(b} both the original and the transferred prescription drug
orders shall be maintained for a period of five years from the
date of the lagt refill;

(¢} the pharmacist, pharmacy intern, or DMP transferring
the prescription drug order shall void the prescription
electronically or write void/transfer on the face of the
invalidated prescription manually;

(d} the pharmacist, pharmacy intern, or DMP receiving the
transferred prescription drug order shall:

(i} indicate on the prescription record that the
prescription was transferred electronically or manually; and
(i1) record on the transferred prescription drug order the

following information:

(A} original date of issuance and date of dispensing or
receipt, 1f different from date of issuance;

(B) original prescription number and the number of refills
authorized on the original prescription drug order;

{(C) number of valid refille remaining and the date of last
refill, if applicable;

{D) the name and address of the pharmacy and the name of
the pharmacist, pharmacy intern, or DMP to whom such prescription
ig transferred; and

(E) the name of the pharmacist, pharmacy intern, or DMP
transferring the prescription drug order information;

{e) the data processing system shall have a mechanism to
prohibit the transfer or refilling of legend drugs or controlled
substance prescription drug orderg that have been previously
trangferred; and

(f) a pharmacist, pharmacy intern, or DMP may not refuse to
transfer original prescription information toc ancother pharmacist,
pharmacy intern, or DMP who is acting on behalf ¢f a patient and
who is making a request for this information as specified in



Subsection {12} of this section.

(6) Prescriptions for terminal patients in licensed
hospices, home health agencies or nursing homes may be partially
filled if the patient has a medical diagnosis documenting a
terminal illness and may not need the full prescription amount.

(7Y Refills may be dispensed only in accordance with the
prescriber's authorization as indicated on the original
prescription drug order;

(8) If there are no refill instructions on the original
prescription drug order, or if all refills authorized on the
original prescription drug order have been dispensed,
authorization from the prescribing practitioner shall be obtained
prior to dispensing any refills.

{9) Refills of prescription drug orders for legend drugs
may not be refilled after one year from the date of issuance of
the original prescription drug order without obtaining
authorization from the prescribing practitioner prior to
digpensing any additional guantities of the drug.

(10) Refills of prescription drug orders for controlled
substances shall be done in accordance with Subsection 58-37-
6(7) (£).

(11) A pharmacist or DMP may exercise professional judgment
in refilling a prescription drug order for a drug, other than a
Schedule IT controlled substance [—Fisted—imSehedute—TF], without
the authorization of the prescribing practitioner, [provided].if:

{(a) the quantity of prescription drug digpensed does not
exceed a 72-hour supply, unless the packaging is in a great
quantity;

(b) failure to refill the prescription might result in an
interruption of a therapeutic regimen or create patient
suffering;

([#lc) either:

(i} a natural or manmade disaster has occurred that
prohibits the pharmacist or DMP from being able to contact the
practitioner; or

(i1) the pharmacist or DMP is unable to contact the
practitioner after a reasonable effort, with the effort [should
pe—ldocumented and [satd] the documentation [shouid—ie—]available
to the Division_upon reguest;

([C]Q) [the kﬁuant_;_t"y of _}:)_T_C:D\_.J.Jl..b)t.;..ull drug dibb)cj.lb'::d does
llvt C)‘.bccd (=X 72 ].J.ULX.J_ .::u_}_.)_}_.)ly, U-J.J.lt:bb thc PG.L}\.G.&J‘.J.JH .i.b .J‘.l.l [=8 BJ_CU.tGJ.
cuantitys

tG-~]11if the prescription was originally filled at another
pharmacy:

(i} the patient has the pregcription container label,

receipt, or other documentation from the other pharmacy that




contains the eggential information; and

(ii) after a reascnable effort, the pharmacist or DMP is
unable to contact the other pharmacy to transfer the remaining
prescription xefills or there are no refillsg remaining on the
prescription; and

{e) the pharmacist or DMP:

(1)  informs the patient or [tire—]patient's agent at the
time of dispensing that the refill is being provided without
[eweh] practitioner authorization, and that authorization [of—the
practitioner—}is required for future refills;

([elii) [tire—phearmacist—or—BMP—] informs the practitioner of
the emergency refill at the earliest reascnable time;

([£14iid) [thepharmacist—orDBMP~]maintains a record of the
emergency refill containing the information required to be
maintained on a prescription as specified in this subsection; and

{ [e] iv) [tirepharmecist—or—DBMP—-]affixes a label to the

dispensing container asg specified in Section 58-17b-602. [
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+3]12) The addresg specified in Subsection 58-17b-

b) shall be a physical address, not a post office box.
({#%]13) In accordance with Subsecticon 58-37-6(7) (e), a
prescription may not be written, issued, filled, or dispensed for

a 8Schedule I controlled substance unless:

{a) the pergon who writes the prescription is licensed to
prescribe Schedule I controlled substances; and

{b) the presgcribed controlled substance is to be used in
research.

R156-17b-613. Operating Standards - Issuing Prescription Orders
by Electronic Means.
In accordance with Subsections 58-17b-1C02(29) [through] and



(30), 58-17b-602{1), R156-82, and R156-1, prescription orders may
be issued by electronic means of communication according to the
following standards:

(1) Prescription orders for Schedule II - V controlled
substances received by electronic means of communication shall be
handled according to Part 1304.04 of Section 21 of the CFR.

(2) Prescription orders for non-controlled substances
received by electronic means of communication may be dispensed by
a pharmacigt, pharmacy intern, or DMP only if all of the
following conditiong are satisfied:

(a) all electronically transmitted prescription orders
shall include the following:

(i) all information that is required to be contained in a
prescription order pursuant to Section 58-17b-602;

(ii} the time and date of the transmission, and if a
facgimile transmission, the elec¢tronically encoded date, time and
fax number of the sender; and

(iii) the name of the pharmacy intended to receive the
Transmisgsion;

(b) the prescription order shall be transmitted under the
direct supervigion of the prescribing practitioner or his
designated agent;

{c) the pharmacist or DMP shall exercise profegsional
judgment regarding the accuracy and authenticity of the
transmitted prescription. Practitioners or their agents
transmitting medication orders using electronic eguipment are to
provide voice verification when requested by the pharmacist
receiving the medication order. The pharmacist oxr DMP is
regponsible for assuring that each electronically transferred
prescription order is wvalid and shall authenticate a prescription
order issued by a prescribing practitioner that has been
transmitted to the dispensing pharmacy before filling it,
whenever there is a question;

(d) a practitioner may authorize an agent to electronically
transmit a prescription provided that the identifying information
of the transmitting agent is included on the transmission. The
practitioner's electronic signature, or other secure method of
validation, shall be provided with the electronic prescription;
and

{e) an electronically transmitted prescription oxder that
meets the requirements above shall be deemed to be the original
prescription.

{3) This section does not apply to the use of electronic
equipment to transmit prescription orders within inpatient
medical facilities.

(4) No agreement between a prescribing practitioner and a



pharmacy shall require that prescription orders be transmitted by
electronic means from the prescribing practitioner to that
pharmacy only.

(5) The pharmacist or DMP shall retain a printed copy of an
electronic prescription, or a record of an electronic
prescription that is readily retrievable and printable, for a
minimum of five years. The printed copy shall be of non-£fading
legibility.

{6) Wholesalers, distributors, manufacturers, pharmacists
and pharmacies shall not supply electronic equipment to any
prescriber for transmitting prescription orders.

{7) An electronically transmitted prescription order shall
be transmitted to the pharmacy of the patient's choice.

{8) Prescription orders electronically transmitted to the
pharmacy by the patient shall not be filled or dispensed.

{9) A prescription order for a legend drug or controlled
substance in Schedule IITI through V may be transferred up to the
maximum refills permitted by law or by the prescriber by
electronic transmission providing the pharmacies share a real-
time, on-line database provided that:

(a) the information required to be on the transferred
prescription has the same information as described in Subsection
R156-17b-612(5) (a} through (£f); and

(b} pharmacists, pharmacy interns, pharmacy techniciang, or
pharmacy technician trainees, DMPs, and DMP designees
electronically accessing the same prescription drug order records
may electronically transfer prescription information if the data
processing system has a mechanism to send a message to the
transferring pharmacy containing the following information:

(1) the fact that the prescription drug order was
transferred;

{(ii) the unique identification number of the prescription
drug order transferred;
(i1i) the name of the pharmacy to which it was transferred;

and
(iv) the date and time of the transfer.

R156-17b-61l4a. Operating Standards -~ Class A or Class B Pharmacy
- _General QOperating Standards[;—€C€lass A and B Pharmacy].

[r—11In accordance with Subsection 58-17b-501{(1), the
following operating standards apply to all Class A and Class B
pharmacies, which may be supplemented or amended by additional
standards defined in this rule applicable to specific types of
Clasg A and B pharmacies.

(1) The general operating standards include:

(a) [shatt—]be well lighted, well ventilated, clean and




sanitary;

(D) if transferring a drug from a manufacturer's or
distributor's original container to another container, the
dispensing area, if any, shall have a sink with hot and cold
culinary water separate and apart from any restroom facilities.
This does not apply to clean rooms where sterile products are
prepared. Clean rcoms [should]may not have sinkg or floor drains
that expose the area to an open sewer. BAll required equipment
shall be clean and in good operating condition;

(c) be equipped to permit the orderly storage of
prescription drugs and durable medical equipment in a manner to
permit clear identification, separation and easy retrieval of
products and an environment necessary to maintain the integrity
of the product inventory;

(d} be equipped to permit practice within the standards and
ethics of the profession as dictated by the usual and ordinary
scope of practice to be conducted within that facility;

(e} be stocked with the gquality and quantity of product
necessary for the facility to meet its scope of practice in a
manner consistent with the public health, safety and welfare; |
arrt]

(f) if dispensing controlled substances, be equipped with a
security system to:

(i) permit detection of entry at all times when the facility
is closed; and

{ii} provide notice of unauthorized entry to an individual; !
arrd]

(g) be equipped with a lock on any entrances to the facility
where drugs are stored; and

(h) have a c¢ounseling area to allow for confidential
patient counseling, if applicable.

(2) The temperature of the pharmacy shall be maintained
within a range compatible with the proper storage of drugs. If a
refrigerator or freezer is necessary to properly store drugs at
the pharmacy, the pharmacy shall keep a daily written or
electronic log of the temperature of the refrigerator or freezer
on days of operation. The pharmacy shall retain each log entry
for at least three years.

(3} Facilities engaged in sinmple, moderate or complex non-
sterile or any level of sterile compounding activities shall [be
regurred—to—]maintain proper records and procedure manuals and
establish quality control measures to ensure stability,
equivalency where applicable, and sterility. The following
requirements shall be met:

(a) Facilities shall follow USP-NF Chapter 795, compounding
of non-sterile preparationg, and USP-NF Chapter 797 if




compounding sterile preparations.

{(b) Facilities may compound in anticipation of receiving
prescriptions in limited amounts.

(¢) Bulk active ingredients[—shatt]:

(i) shall be procured from a facility registered with the
federal Food and Drug Administration; and

(ii) may not ke listed on the federal Food and Drug
Administration list of drug products withdrawn or removed from
the market for reasons of safety or effectiveness.

(dy All facilities that dispense prescriptions [mustlishall
comply with the record keeping requirements of their State Boards
of Pharmacy. When a facility compounds a preparation according
to the manufacturer's labeling instructions, then further
documentation is not reqgquired. All other compounded preparations
require further documentation as described in this section.

{e) A master formulation record shall be approved by a
pharmacist or DMP for each batch of sterile or non-sterile
pharmaceuticals to be prepared. Once approved, a duplicate of
the master formulation record shall be used as the compounding
record from which each batch is prepared and on which all
documentation for that batch occurs. The master formulaticn
record may be stored electronically and shall contain at a
minimunm:

(i) official or assigned name;

(11} strength;

(iii1) dosage form of the preparation;

(iv} calculations needed to determine and verify guantities
of components and doses of active pharmaceutical ingredients;

(v} description of all ingredients and their quantities;

(vi) compatibility and stability information, including
references when available;

(vii) eguipment needed to prepare the preparation;

(viii) mixing instructiong, which shall include:

(A) order of mixing;

(B) mixing temperatures or other environmental controls;

(C) duration of mixing; and

(D) other factors pertinent to the replication of the
preparaticn as compounded;

{ix) sample labeling information, which shall contain, in
addition to legally required information:
{A) generic name and quantity or concentration of each

active ingredient;

(B) asgsigned bevond use date;

(C) storage conditionsg; and

(D) prescription or contrcl number, whichever is
applicable;



)  container used in dispensing;
1) packaging and storage requirements;
ii) description of final preparation; and
iii) quality control procedures and expected results.
} A compounding recoxrd for each batch of sterile or non-
sterile pharmaceuticals shall document the following:

(1) o¢fficial or assigned name;

(ii) strength and dosage of the preparation;

{iii) Master Formulation Record reference for the
preparation;

{iv) nameg and guantities of all components;

(v) sources, lot numbers, and expiration dates of

components;
(vi) total guantity compounded;
(vii) name of the perscn who prepared the preparation;

(viii) name of the compounder who approved the preparation;

(ix) name of the person who performed the quality control
procedures; :

(x) date of preparation;

(xi) assigned control, if for anticipation of usge or
prescription number, if patient specific, whichever is
applicable;

(x1i) duplicate label as described in the Master
Formulation Record means the sample labeling infermation that is
dispensed on the final product given to the patient and shall at
minimum contain:

A) active ingredients;

(B) beyond-use-date;

(C) storage conditions; and

(D) lot number;

(xiv) proof of the duplicate labeling information, which
proof shall:

)  be kept at the pharmacy;
) be immediately retrievable;
) include an audit trail for any altered form; and
) be reproduced in:
)} the original format that was dispensed;
y  an electronic format; or
IIT) & scanned electronic version;
xvii desgcription of final preparation;

(xviii) results of quality control procedures (e.g. weight
range of filled capsules, pH of agqueous liquids); and

(xix) documentation of any gquality control issues and any
adverse reactions or preparation problems reported by the patient
or caregiver.

{g) The label of each batch prepared of sterile or ncn-

(A
(B
{C
(D
(I
(IT
(
(



sterile pharmaceuticals shall bear at a minimum:

(1) the unigque lot number assigned to the batch;

(1i) all active solution and ingredient names, amounts,
strengthe and concentrations, when applicable;

(iii) gquantity;

{iv) beyond use date and time, when applicable;

(v) appropriate ancillary instructions, such as storage
instructions or cautionary statements, including cytotoxic
warning labels where appropriate; and

(vi} device-specific instructions, where appropriate.

(h) All prescription labels for compounded sterile and non-
sterile medications when dispensed to the ultimate user or agent
shall bear at a minimum in addition to what is reguired in
Section 58-17b-602 the following:

(1) generic name and quantity or ccncentration of each
active ingredient. In the instance of a sterile preparation for
parenteral use, labeling shall include the name and base sclution
for infusion preparation;

(i1) assigned compounding record or lot number; and
(iii) v"thie is a compounded preparation" or similar
language.

{1} The beyond use date assigned shall be based on
currently available drug stability information and sterility
considerations or appropriate in-house or contract service
stability testing;

(i) gsources of drug stability information shall include the
following:

(&) [references—can-be-fomrd—ir—] Trissel's "Handbook on
Injectable Drugg", 17th Edition, October 31, 2012;

(B) manufacturer recommendations; and

(C) reliable, published research;

(ii) when interpreting published drug stability
information, the pharmacist or DMP shall consider all aspects of
the final sterile product being prepared such as drug reservoir,
drug concentration and storage conditions; and

(iii) methods for establishing beyond use dates shall be
documented; and

{1} There shall be a documented, ongoing guality control
program that monitors and evaluates personnel performance,
equipment and facilities that follows the USP-NF Chapters 795 and
797 standards.

{4) The facility shall have current and retrievable
editions of the following reference publications in print or
electronic format and readily available and retrievable to
facility personnel:

{a) Title 58, Chapter 1, Division of Cccupational and



Professgional Licensing Act

(b) R156-1, General Rule of the Division of Occupational
and Professional Licensing;

(¢c) Title 58, Chapter 17b, Pharmacy Practice Act;

(d) R156-17b, Utah Pharmacy Practice Act Rule;

(e} Title 58, Chapter 37, Utah Controlled Substances Act;
(f} R156-37, Utah Controlled Substances Act Rule;

(gy Title 58, Chapter 37f, Controlled Substance Database
Act;

(nhy R156-37f, Controlled Substance Database Act Rule;

(i) Code of Federal Regulations (CFR) 21, Food and Drugs,
Part 12300 to end or equivalent such as the USP DI Drug Reference
Guides;

{1) current FDA Approved Drug Products {orange book); and

(k) any other general drug references necessary toc permit
practice dictated by the usual and ordinary scope of practice to
be conducted within that facility.

(5) The facility shall maintain a current list of licensed
employees involved in the practice of pharmacy at the facility.
The list ghall include individual licensee names, license
classifications, licensge numbers, and license expiration dates.
The list shall be readily retrievable for inspection by the
Divigion and may be maintained in paper or electronic form.

hm 4 1o den ) 3.0 h) Jm i 11 £
(6) [fak.’J.J._LL-J.CD WAL LT IIAVE A \.«Uullbw.i..l.li‘:j AL TA LA S 1w LU

\.uufidcutial PatJ‘.Cllt qullDClJ‘.ll\j, Wllcl-': ayylj_\.ablc.

1A pharmacy [shattlmay not dispense a prescription drug
or device to a patient unless a pharmacist or DMP is physically
present and immediately available in the facility, or, for a
remote dispensing pharmacy, physically present and immediately
available in the facility or gupervising through a telepharmacy
systTem.

([812) Only a licensed Utah pharmacist, DMP or authorized
pharmacy perscnnel shall have access to the pharmacy when the
pharmacy is closed.

{[2]18) The facility or parent company shall maintain a
record for not less than [5)five years of the initials or
identification codes that identify each dispensing pharmacist or
DMP by name. The initials or identification code shall be unique
tc ensure that each pharmacist or DMP can be ildentified;
therefore identical initials or identification codes shall not be
used.

([+2]19) The pharmacy facility shall maintain copy 3 of DEA
order form (Form 222) that has been properly dated, initialed and
filed and all coples of each unaccepted or defective order form
and any attached statements or other documents.

{({#x110) If applicable, a hard copy of the power of




attorney authorizing a pharmacist, DMP, or DMP designee to sign
DEA order forms (Form 222) shall be available to the Division
whenever necessary.

([+2111) A pharmacist, DMP or other responsible individual
shall verify that controlled substances are listed on the
guppliers' invoices and were actually received by clearly
recording their initials and the actual date of receipt of the
controlled substances.

([¥3112) The pharmacy facility shall maintain a record of
suppliers’' credit memos for controlled substances.

(ix%113) A copy of inventorieg required under Section R156-
17b-605 shall be made available to the Division when reqguested.

({F5114) The pharmacy facility shall maintain hard copy
reports of surrender or destruction of contrclled substances and
legend drugs submitted tc appropriate state or federal agencies.

{{+6]15) If the pharmacy does not store drugs in a locked
cabinet and has a drop/false ceiling, the pharmacy's perimeter
walls shall extend to the hard deck, or other measuresgs shall be
taken to prevent unauthorized entry into the pharmacy.

R156-17b~614f. Operating Standards - Central Prescription
Processing.

In accordance with Subsection 58-17b-601(1), the following
operating standards apply to pharmacies that engage in central
prescription processing as defined in Subsection 58-17b-102(9):

(1} Centralized prescription processing services may be
performed if the parties:

{a) have common ownership or common administrative control;
or

{b) have a written contract ocutlining the services to be
provided and the responsibilities and accountabilities of each
party in fulfilling the terms of gaid contract; and

{c) share a common electronic file or have appropriate
technology to allow access to sufficient information necessary or
required to £ill or refill a prescription drug order.

{(2) The parties performing or contracting for centralized
prescription processing services shall maintain a policy and
procedures manual, and documentation of implementation, which
shall be made available to the Division upon inspection and which
includes the following:

(a) a description of how the parties will comply with
federal and state laws and regulations;

(b) appropriate records to identify the respongible
pharmacists and the dispensing and counseling procesgs;

{c¢) a mechanism for tracking the prescription drug order
during each step in the dispensing process;



(d) a description of adequate security to protect the
integrity and prevent the illegal use or disclosure of protected
health information; and

{e) a continuous quality improvement program for pharmacy
services designed to objectively and systematically monitor and
evaluate the quality and appropriateness of patient care, pursue
opportunities to improve patient care, and resolve identified
problems.

(3) “Non drug or device handling central prescription
processing pharmacies", as defined in Subsection R156-17b-
102([3%]140), shall be licensed as Class E pharmacies. All other
central prescription processing pharmacies shall be licensed in
the appropriate pharmacy license classification.

R156-17b-614g. Operating Standards - Class A or Class B Pharmacy
— Remote Dispensing Pharmacy.

In accordance with Subsections 58-17b-102(58), 58-17h-
601(1), 58-17b-612{(1) (b), and 58-1-301(3), the following
operating standardg apply tc a remote dispensing pharmacy:

{1} A remote dispenging pharmacy shall:

(a) be a Class A or Class B pharmacy;

{b} have a Class A or Clazsg B vharmacy serve as its
supervising pharmacy to overgee its operations; and

(¢} be located in an area of need as defined in Subsection
R156-17b-102(4) .

(2} A remote digpensing pharmacy may not perform
compounding.

{(3) The superviging pharmacy's PIC shall serve as the
remote dispensing pharmacyv's RDPIC, responsible for all remote
dispensing pharmacy operations.,

(4) The Divigion in collaboration with the Board shall
review each application for degignation of a remote digpenging
vharmacy, and grant approval based upcon consideration of the
totality of conditions and circumstances demonstrated by the
application. The application shall be submitted by the proposed
gsuperviging pharmacy on a completed form furnished by the
Divigion that includes.:

{(a) complete identifving information concerning the
proposed guperviging pharmacy;

(b))  complete identifving information concerning the
proposed RDPIC;

{c) the proposed address of the remote dispensing pharmacy,
with a detailed description of how that locaticn is in an area of
need as defined in Subsection R156-17b-102(4) ;

{d) a description of the phyvsical facilitieg in which the
remote dispensing pharmacy will operate;




(e) a description of the availability of sufficient
qualified licensed pharmacy technicians to staff the remote
dispensing pharmacy;

{(f) a description of the telepharmacy system that will be
used for supervision and coungeling; and

(g) a copy of the proposed policies and procedureg manual
for the remote dispensing pharmacy and supervisging pharmacy,
which shall include:

(1) pretecting the confidentiality and integrity cf patient
information;

{(ii) the conditions under which pregcription drugs shall be
gstored, usged, and accounted for;

(iii) maintaining records to identify the name(s},
initial(s), or identification code(s) and specific agtivities of
each pharmacist and pharmacy technician inveolved in the
dispenging process;

(iv) complving with federal and state law and regulations;

(v} operation of a guality improvement program for pharmacy
services designed to obijectively and systematically monitor and
evaluate the guality and appropriateness of patient care, pursue
opportunities to improve patient care, and resolve identified

problems;

(vi) annually reviewing the written policies and procedures
and documenting such review;

(vii) reguiring monthly in-person ingpectionsg of the remote

digpensing pharmacy and appropriate documentation by the RDPIC:
and

(viii) anv additional policies and procedures required by
Subsection R156-17b-614Ff(2 )} for Central Prescription Procegsing.

(5) If more than one licensed pharmacy applies for
degignation of a remote digpenging pharmacy at a similar
undegignated location, the Division in collaboration with the
Board shall review all of the applicationg for designation, and
if the location is approved, shall approve for licensure the
applicant that the Divigion in ceollaboration with the Board
determine is best able to gserve the public interest as identified
in this Secticn.

{6) Staffing and Supervigion.

(a) In accordance with Subsectiong 58-17b-612 (1} (b} and

(i)  a supervising pharmacist may not supervise more than
two remote digpenging pharmacieg gimultaneously; and

(ii1) an RDPIC may not serve ag the RDPIC for more than one
remote dispensing pharmacy, unless approved by the Divigion in
collaboration with the Board.

(b) Unlesg a pharmacist is physically present, a remote




dispensinag pharmacy shall be staffed by no more than two licensed
pharmacy techniciang,

(¢) Each pharmacy technician staffing a_ remeote dispensing
pharmacy shall have at least 500 hours of pharmacy technician
experience.

(d) At all times that a remote digpenging pharmacy is open
and available to gerve patients, all pharmacy technicians shall
remain under the physical supervigion or electronic supervision
of a supervising pharmacist from the supervisging pharmacy.

(e) Adequate supervigion by a superviging pharmacist of a
remeote dispensing pharmacy shall include maintaining
uninterrupted visual supervision and auditory communication with
the site, and full supervigcry control of the automated system,
if applicable. Thig supervision may not be delegated to any
other person.

{71 The supervising pharmacy shall maintain a telepharmacy
svstem that provides for effective video and audio communicaticn
between superviging pharmacy personnel and remote dispensing
vharmacy personnel and patients, that:

{a) preovides an adegquate number of views of the entire

gsite;

{b) facilitates adeguate pharmacist supervision;

{c) allows the appropriate exchanges of vigual, verbal, and
written communication for patient coungeling and other matters
involved in the lawful transaction or dispensing of drugs;

{d) confirmg that the drug selected to £ill the
pregeription is the same ag indicated on the prescription label
and pregcription; and

{e) 1is secure and HIPAZA compliant as defined in R156-17b-
102(64) .

(B) FEach compchnent of the telepharmacy gsystem shall be in
good working order. If any component of the system ig
malfunctioning, the remote dispensing pharmacy shall immediatelwy
close to the publi¢ and remain ¢losed until system corrections or
repalrs are completed, unlegss a pharmacist is present onsgite.

(9) The supexvising pharmacy shall develop and include in
beoth the superviging pharmacy's and the remcte dispensing
pharmacy's policies and procedures a plan for continuation of
rharmaceutical gervices by the remote digpensing pharmacy in c¢ase
of an emergency interruption:

(a)  The plan ghall addregg the timely arrival at the remote
dispensing pharmacy of neceggary pergonnel, and the delivery to
the remote dispensing pvharmacy of necegsary suppliesg, within a
reagonable period of time following the identification of an
emergency need. A superviging pharmacist shall be availabile
gngite at the remote digpensing pharmacy ag gcon as pesgible




after an emergency, and shall notify the Divigion in writing if
the time exceedg 24 hours.

(b) The plan may provide for alternate methods of
continuation of the serviceg of the remote digpensing pharmacy,
including personal delivery of patient prescription medications
from an alternate pharmacy locaticon or on-gite pharmacigt
staffing at the remote digpensing pharmacy.

{10) Faciiity.

{a) The remote dispenging pharmacy's gecurity svstem ghall
allow for tracking of entries into the remote digpensing pharmacy
and the RDPIC ghall periodically review the record of entries.

(b)Y A remote digpensing pharmacy shall display a sign
eagily visible to the public that informs patients of the
fellowing:

{i) that the pharmacy is a remote disgspensing pharmacy;

{ii) the lccaticn of the gupervising pharmacy; and

{iid) that at the patient's request a pharmacist will
counsel the patient using audice and video communication systems.

{11) Records and Inspections.

{a) {i} The guperviging pharmacy shall maintain recordg of
all orders entered intc its information svstem, including orders
entered from the remote dispensing pharmacy.

{ii) EHlectzonic records shall be available to and
accegsgible from both the remote dispensing pharmacy and the
superviging pharmacy.,

{iii) The original records of the controlled gubsgstance
prescriptions dispensed from the remote dispensing vharmacy shall
be maintained at the remote dispensing pharmacy.

(b} The remote digpensing pharmacy ghall retain a recording
of surveillance, excluding patient communications, for at least
45 days.

{c) The RDPIC shall over see documented monthly inspections
of the remote dispensing pharmacy. Documentation of such
ingpectiong shall be kept for five vears, and shall include:

(1) maintenance and reconciliation of all controlled
subgtances;

{id) & perpetual inventory of Schedule II controlled
substanceg;

{iii) temperature logs of the refrigerator and freezer that
held medications; and

{iv) the RDPIC's periodic review of the record of entries
inte the remote dispensing pharmacy.

R156-17b-615. Operating Standards - Class C Pharmacy -
Pharmaceutical Wholesaler/Distributor and Pharmaceutical
Manufacturer.



In accordance with Subsgections 58-17b-102{47) and 58-17b-
601{1), the operating standards for Class C pharmacies designated
as pharmaceutical wholesaler/distributor and pharmaceutical
manufacturer licensgees inciudes the following:

(1} Each pharmaceutical wholesaler or manufacturer that
distributes or manufactures drugs or medical devices in Utah
ghall be licensed by the Division. A separate licensge shall ke
cbtained for each separate location engaged in the distribution
or manufacturing of prescription drugs. Business names cannct be
identical to the name used by another unrelated wholesaler
licensed to purchase drugs and deviceg in Utah.

(2} Manufacturers distributing only their own FDA-approved:

(a) prescription drugs or prescription drugs that are co-
licensed products satisfy the regquirement in Subsection (1) by
registering their esgtablishment with the FDA pursuant to 21 CFR
Part 207 and submitting the information reguired by 21 CFR Part
205 including any amendments thereto, to the Division; or

{b) devices or devices that are co-licensed products,
including products packaged with devices, such as convenience
kitg, that are exempt from the definition of transaction in 21
USC sec. 360eee (24) (B) (xii-xvi) satisfy the requirement in
Subsection (1) by registering their establishment with the FDA
pursuant to 21 CFR.

(3) An applicant for licensure as a pharmaceutical
wholesale distributor shall provide the following minimum
information:

(a}) All trade or business names used by the licensee
(including "doing businessg as" and "formerly known as");

(b} Name of the owner and operator of the license as
follows:

(i) 1f a perscon, the name, business address, social
gsecurity number and date of birth;
(ii} 1f a partnership, the name, business address, and

social security number and date of birth of each partner, and the
partnership's federal employer identification number;

{iii) 1if a corporation, the name, business address, social
security number and date of birth, and title of each corporate
cfficer and director, the corporate names, the name of the state
of incorporation, federal employer identification number, and the
name of the parent company, 1f any, but if a publicly traded
corporation, the social security number and date of birth for
each corporate officer shall not be required;

(iv) 1f a sole proprietorship, the full name, business
address, social security number and date of birth of the sole
proprietor and the name and federal employer identification
number of the business entity;



(v) 41f a limited liability company, the name of each
member, social security number of each member, the name of each
manager, the name of the limited liability company and federal
employer identification number, and the name of the state where
the limited liability company was organized; and

{(c) any other relevant information required by the
Divigion.

{4) The licensed facility need not be under the supervision
of a licensed pharmacist, but shall be under the supervisiocn of a
designated representative who meets the following criteria:

{a) 1s at least 21 years of age;

(b) has been employed full time for at least three years in
a pharmacy or with a pharmaceutical wholesaler in a capacity
related to the dispensing and distribution of, and recordkeeping
related to prescription drugs;

(¢} 1s employed by the applicant full time in a managerial
level position;

{d) ig actively involved in and aware of the actual daily
operation of the pharmaceutical wholesale distribution;

(e) 1is physically present at the facility during regular
business hours, except when the absence of the designated
representative is authorized, including but not limited to, sick
leave and vacation leave; and

(f) is serving in the capacity of a designated
representative for only one licensee at a time.

{(5) The licensee shall provide the name, business address,
and telephone number of a person to serve as the designated
representative for each facility of the pharmaceutical wholesaler
that engages in the distribution of drugs or devices.

(6) All pharmaceutical wholesalers and manufacturer shall
publicly display or have readily available all licenses and the
most recent inspection report administered by the Division.

(7)) All Class C pharmacies shall:

(a) be of suitable size and construction to facilitate
cleaning, maintenance and proper operations;

(b} have storage areas designed to provide adequate
lighting, ventilation, sanitation, space, equipment and security
conditions;

(c) have the ability to control temperature and humidity
within tolerances required by all prescription drugs and
prescription drug precursors handled or used in the distribution
or manufacturing activities of the applicant or licensee;

(d) provide for a guarantine area for storage of
prescription drugs and prescription drug precursors that are
outdated, damaged, deteriorated, misbranded, adulterated, opened
or unsealed containers that have once been appropriately sealed



or closed or in any other way unsuitable for use or entry into
distribution or manufacturing;

{e) be maintained in a clean and orderly condition; and

(f) be free from infestation by insects, rodents, birds or
vermin of any kind.

(8) Each facility used for wholesale drug distribution or
manufacturing of prescription drugs shall:

{(a) be secure from unauthorized entry;

{b) limit access from the outside to a minimum in
conformance with local building codes, life and safety codes and
control access to perscons to ensure unauthorized entry is not
made ;

{(c) limit entry into areas where prescription drugs,
prescription drug precursors, or prescription drug devices are
held to authorized persons who have a need to be in those areag;

(d) be well lighted on the outgide perimeter;

(e} be eguipped with an alarm system to permit detection of
entry and notification cof appropriate authorities at all times
when the facility is not occupied for the purpose of engaging in
distribution or manufacturing of prescription drugs; and

(£} Dbe equipped with security measureg, systems and
procedures necessary to provide reasonable security against theft
and diversion of prescription drugs or alteration or tampering
with computers and records pertaining to prescription drugs or
prescription drug precursors.

(9) Each facility shall provide the storage of prescription
drugs, prescription drug precursors, and prescription drug
devices in accordance with the following:

(a) all prescription drugs and prescription drug precursors
shall be stored at appropriate temperature, humidity and other
conditions in accordance with labeling of such prescription drugs
or prescription drug precursors or with requirements in the USP-
NF;

{(b) 1if no storage requirements are established for a
specific prescription drug, prescription drug precursor, or
prescription drug devices, the products ghall be held in a
condition of controlled temperature and humidity as defined in
the USP-NF to ensure that its identity, strength, quality and
purity are not adversely affected; and

{c) there shall be esgtablished a system of manual,
electromechanical or electronic recording of temperature and
humidity in the areas in which prescription drugs, prescription
drug precursors, and prescription drug devices are held to permit
review of the record and ensure that the products have not been
subjected to conditions that are outside of established limits.

{(10) Each person who is engaged in pharmaceutical wholesale



distribution of prescription drugs for human use that leave, or
have ever left, the normal distribution channel shall, before
each pharmaceutical wholesale distribution of such drug, provide
a pedigree to the person who receives such drug. A retail
pharmacy or pharmacy warehouse shall comply with the requirements
of this section only if the pharmacy engages in pharmaceutical
wholesale distribution of prescription drugs. The pedigree
shall:

(a) include all necesggary identifying information
concerning each sale in the chain of distribution of the product
from the manufacturer, through acgquisition and sale by any
pharmaceutical wholesaler, until sale to a pharmacy or other
person digpensing or administering the prescription drug. At a
minimum, the necessary chain of distribution information shall
include:

(i) name, address, telephone number, and i1f available, the
emall address of each owner of the prescription drug, and each
pharmaceutical wholesaler of the prescription drug;

(i1) name and address of each location from which the
product was shipped, if different from the owner's;
(111} transaction dates;

iv) name of the prescription drug;
v) dosgage form and strength of the prescription drug;

{

(

{vi}) =ize of the container;

(vii} number of containers;

(viii) lot number of the prescription drug;

{ix) name of the manufacturer of the finished dose form;

and

(x) Naticnal Drug Code {NDC) number.

(b} Dbe maintained by the purchaser and the pharmaceutical
wholegaler for five years from the date of sale or transfer and
be available for inspection or use upon a reguest of an
authorized officer of the law.

{11) Each facility shall comply with the following
reguirements:

{a) 1in general, each person who is engaged in
pharmaceutical wholesale distribution of prescription drugs shall
egtabligh and maintain inventories and records of all
transactions regarding the receipt and distribution or cother
disposition of the prescription drugs. These records shall
include pedigrees for all prescription drugs that leave the
normal distribution channel;

(b} upon receipt, each outside shipping container
containing prescription drugs, prescription drug precurscors, or
pregcription drug deviceg shall be vigibly examined for identity
and to prevent the acceptance cf prescription drugs, prescription



drug precurgors, or prescription drug devices that are
contaminated, reveal damage to the containers or are otherwise
unfit for distribution:

{i) prescription drugs, prescription drug precursors, oOr
prescription drug devices that are outdated, damaged,
deteriorated, misbranded, adulterated or in any other way unfit
for distribution or use in manufacturing shall be gquarantined and
physically separated from other prescription drugs, prescription
drug precursors or prescription drug devices until they are
appropriately destroyed or returned to their supplier; and

(11} any prescription drug or prescription drug precursor
whose immediate sealed or outer secondary sealed container has
been opened or in any other way breached shall be identified as
gsuch and shall be guarantined and physically separated from other
prescription drugs and prescription drug precursors until they
are appropriately destroyed or returned to their supplier;

(¢} each outgoing shipment shall be carefully inspected for
identity of the prescription drug products or devices and to
ensure that there is no delivery of prescription drugs or devices
that have been damaged in storage cor held under improper
conditions:

(i) 1if the conditions ox circumstances surrounding the
return of any prescription drug or prescription drug precursor
cast any doubt on the product's safety, identity, strength,
quality cor purity, then the drug shall be appropriately destroyed
or returned to the supplier, unless examination, testing or other
investigation proves that the product meets appropriate and
applicable standards related to the product's safety, identity,
strength, gquality and purity;

(i1} returns of expired, damaged, recalled, or otherwise
non-galeable prescription drugs sghall be distributed by the
receiving pharmaceutical wholesale distributor only to the
original manufacturer or a third party returns processor that is
licensed as a pharmaceutical whelesale distributor under this
chapter;

(iii) returns or exchanges of prescription drugs (saleable
or otherwise), including any redistribution by a receiving
pharmaceutical wholesaler, shall not be subject to the pedigree
regquirements, so long as they are exempt from the pedigree
requirement under the FDA's Prescription Drug Marketing Act
guidance or regulations; and

(d} licensee under this Act and pharmacies or other persons
authorized by law tco digpense or administer prescription drugs
for use by a patient shall be asccountable for administering their
returns process and ensuring that all aspects of their operation
are secure and do net permit the entry of adulterated and



counterfeit prescription drugs.

(12} A manufacturer or pharmaceutical wholesaler shall
furnish prescription drugs only to a person licensed by the
Division or to ancther appropriate state licensing authority to
possess, dispense or administer such drugs for use by a patient.

(13) Prescription druge furnished by a manufacturer or
pharmaceutical wholegaler shall be delivered only te the business
address of a person described in Subsections R156-17b-
102([x=2120) {c) and R156-17b-615[{%37], or to the premises listed
on the license, or to an authorized person or agent of the
licensee at the premises of the manufacturer or pharmaceutical
wholegaler if the identity and authority of the authceorized agent
is properly established.

(14) Each facility shall establish and maintain records of
all transactions regarding the receipt and distribution or other
disposition of prescription drugs and prescription drug
precursors and shall make inventories of prescription drugs and
pregcription drug precursors and required records available for
inspection by authorized representatives of the federal, state
and local law enforcement agencies in accordance with the
foliowing:

{a) there shall be a record of the source of the
prescription drugs or prescription drug precursors to include the
name and principal address of the seller or transfercor and the
address of the location from which the drugs were shipped;

(b) there shall be a record of the identity and quantity of
the prescription drug or prescription drug precursor received,
manufactured, distributed or shipped or otherwise disposed cf by
gspecific preoduct and strength;

(c) there shall be a record of the dates of receipt and
distributicon or other disposal of any product;

(d) there shall be a record of the identity of persons to
whom distribution is made to include name and principal address
of the receiver and the address of the location to which the
products were shipped;

{(e) inventories of prescription drugs and prescription drug
precursorsg ghall be made available during regular business hours
to authorized representatives of federal, state and local law
enforcement authorities;

(f) required records shall be made available for inspecticn
during regular business hours to authorized representatives of
federal, state and leocal law enforcement authorities and such
records shall be maintained for a period of two years following
disposition ¢f the products; and

{g) records that are maintained on site or immediately
retrievable from computer or other electronic means shall be made



readily available for authorized inspection during the retention
period; or if records are stored at another location, they shall
be made available within twe working days after request by an
authorized law enforcement authority during the two year period
of retention.

(15) Hach facility shall establish, maintain and adhere to
written policies and procedures that shall be folliowed for the
receipt, security, storage, inventory, manufacturing,
distribution or other disposal of prescription drugs or
prescription drug precursors, including policies and procedures
for identifying, recording and reporting losses or thefts, and
for correcting all errors and inaccuracies in inventories. In
addition, the policies shall include the following:

{a) a procedure whereby the oldest approved stock of a
prescription drug or precursor product 1s distributed or used
first with a provision for deviation from the requirement if such
deviation 1is temporary and appropriate;

(b} a procedure to be followed for handling recalls and
withdrawals of prescription drugs adequate to deal with recalls
and withdrawals due to:

(1) any action initiated at the regquest of the FDA or other
federal, state or local law enforcement or other authorized
administrative or regulatcry agency;

(ii) any voluntary action to remove defective or
potentially defective drugs from the market; or

(ii1) any action undertaken to promote public health,
safety or welfare by replacement of existing product with an
improved product or new package design;

{(c} a procedure to prepare for, protect against or handle
any crisis that affects security or operaticn of any facility in
the event of strike, fire, flood or other natural disaster or
other situations of local, state or national emergency;

{d) a procedure to ensure that any outdated prescription
drugs or prescription drug precursors shall be segregated from
other drugs or precursors and either returned toc the
manufacturer, other appropriate party or appropriately destroyed;

(e} a procedure for providing for documentation of the
disposgition of outdated, adulterated or otherwise unsafe
prescription drugs or prescription drug precursors and the
maintenance cof that documentation available for insgpection by
authorized federal, state or local authorities for a period of
five years after disposition of the product;

(£} a procedure for identifying, investigating and
reporting significant drug inventory discrepancies (involving
counterfeit drugs suspected of being counterfeit, contraband, or
suspect of being contraband) and reporting of such discrepancies



within three (3) business days to the Division and/or appropriate
federal or state agency upon discovery of such discrepancies; and

{g) a procedure for reporting criminal or suspected
criminal activities involving the inventory of drugs and devices
to the Division, FDA and if appliicable, Drug Enforcement
Administration {(DEA), within three (3} business days.

(16} Each facility shall establish, maintain and make
available for inspection by authorized federal, state and local
law enforcement authorities, lists of all officers, directors,
managers and other persons in charge which lists shall include a
degcription of their duties and a summary of their background and
qualifications.

(17) Each facility shall comply with laws including:

(a) operating within applicable federal, state and local
lawg and regulations;

(b} permitting the state licensing authority and authorized
federal, state and local law enforcement officials, upon
presentation of proper credentials, to enter and inspect their
premices and delivery vehicles and to audit their records and
written operating policies and procedures, at reasonable times
and in a reasonable manner, to the extent authorized by law; and

(c) obtaining a controlled substance license from the
Divigion and registering with the Drug Enforcement Administration
(DEA) 1f they engage in distributicn or manufacturing of
controlled substances and shall comply with all federal, state
and local regulations applicable to the distribution or
manufacturing of controlled substances.

{18) Each facility shall be subject to and shall abide by
applicable federal, state and lcocal laws that relate to the
salvaging or reprocessing of prescription drug products,

{19){(a) A Class C pharmacy [shalxlmay not be located in
the same building as a separately licensed Class A, B, D, or E
pharmacy unless:

{i) the separately licensed pharmacy ig a third-party
logistics provider; or

{ii}) = the two pharmacies are located in different suites asg
recognized by the United States Postal Service.

{b} Two Classg C pharmacies may be located at the same
address in the same suite if the pharmacies:

{[=2]1) are under the same ownership;

{[P]ii) have processes and systems for geparating and
securing all aspects of the operation; and

{[eliii} have traceability with a clear audit trail that
distinguishes a pharmacy's purchases and distributions.

R156-17b-616. Operating Standards - Class D Pharmacy - Out of



State Mail [©rder]Service Pharmacies.

(1} In accordance with Subsections 58-1-301(3}) and 58-17b-
306(2), an application for licensure as a Class D pharmacy shall
include:

(a) a pharmacy care protocol that includes the operating
standards established in Subsections R156~17b-610(1) and (8) and
R156-17b-612 (1) through (4);

(b) a copy of the pharmacist's license for the PIC; and

(¢) a copy of the most recent state inspection or NABP
inspection completed as part of the NABP Verified Pharmacy
Program {(VPP) showing the status of compliance with the laws and
regulations for physical facility, records and operations.

(2) An out of state mail [order]service pharmacy that
compounds shall follow the USP-NF Chapter 795 Compounding of non-
sterile preparations and Chapter 797 Compounding of sterile
preparations.

R156-17b-617a. Operating Standards - Class E Pharmacy [Operating
Standards—] - General Provisions.

(1) In accordance with Section 58-17b-302 and Subsection
58-17b-601(1}), Class E pharmacies shall have a written pharmacy
care protoccel that includes:

{a) the identity of the supervisor or director;

{b) a detailed plan of care;

{c} the identity of the drugs to be purchased, stored,
used, [and]or accounted for; and

{d) the iderntity of any licensed healthcare provider
agssociated with the operatiomn.

{2} <Class E pharmacies shall comply with all applicable
federal and state laws.

R156-17b—-6l7g. Operating Standards - Class E Pharmacy - Third
Party logistics Provider,

(1) A third party logistics provider shall comply with
storage practices for facilitating, including:

(a) access to warehouse gpace of guitable gsize to
facilitate mafe operationsg, including a suitable area to
guarantine susgpect produckt;

(k) adeguate security; and

(¢} written policies and procedures to:

(i) address receipt, security, storage, inventory,
shipment, and distribution of a product;

(1i) ddentifyv, record, and report confirmed losges or

thefts in the United States;
{(iii) correct errors and lnaccuracies in inventories;:
{(iv} provide support for manufacturer recallsg:




(v) prepare for, protect against, and address any
reasonably foreseeable crisis that affects security or operation
at the facility, such as a strike, fire, or flood;

(vi) ensure that any expired product is segregated from
other products and returned to the manufacturer or reverse
digtributor;

(vii} maintain the capability to trace the receipt and
outbound distribution of a product, and supplies and records of
inventory; and

(viii) guarantine or destroy a suspect product if directed
to do so by the respective manufacturer, wholesale distributor,
digpenser, or an authorized government agency.

(2} A third party logisticg provide mav net employ at itg
facility an individual who has been convicted of a felony
viclation relating to product tampering.

R156-17b-621. Operating Standards - Pharmacist, Pharmacy Intern,

and Pharmacy Technician Administration - Training.

[—] In accordance with Subsectiong 58-17b-102(53), (56),
and (57), and 58-17b-502 (1) (i) : [—58=1tFr~56215]

{1} A pharmacist or pharmacy intern who will adminigster a
prescripiion drug or device ghall complete the following
appropriate training pricxr to engaging in administration [for—the
) current Basic Life Support (BLS) certification; [—and
} successfutcomplretiorof—eatratoingprogramwirich
e o ]

{[£]b) for injectable drugs, didactic and practical
training for administering injectable drugs;

{c) topics related to the specific prescription drug or
device that will be adminigtered;

([+£]d) [the—currentAdvisoryCommittee—or

Tt zattorns] if administering vaccines, current guidelines from

the Advisory Committee on Immunization Practices (ACIP) of the
U.8, Centers for Disease Control and Prevention (CDC); and

([+¥*]le) the management of an anaphylactic reaction.

(2) A pharmacy technician who will administer a
pregeription drug or device shall complete the appropriate
training degcribed in Subsecticons (1) {a), (b}, and (g) priocr to
engaging in administration.

([2]3) Sourceg for the appropriate training include:

(a) ACPE approved programs; [—arcd]

(b} curriculum-based programs from an ACPE accredited




college of pharmacy, or an ASHP accredited pharmacy technician
program;

(¢} state or local health department programs; and

(d} other Board recognized providers.

([314) [Fraint s—to—be spremernt
tWU hUu.Lb Uf L,Ullt_;..llu.l.li\_j cduuatiuu J_t‘:latcd tU thc AL Uf L.}J_O»\,t.i.\,c
ineach preceding—rerewatperiod-] An individual who engages in
the administration of preggription drugs or devices shail:

(a) maintain documentation that they obtained their
reguired training; and

(b) for ecach renewal cvgle after their initial training,
complete at leasgt two hours of continuing education related to
their adminigtration of prescription drugs or devices, in
accordance with Secficon R156-17h-309.

([4]5) The "Vaccine Administration Protocol: Standing Order
to Administer Immunizations and Emergency Medications", adopted
March [29—26%2]26, 2019, by the Division in collaboration with
the Utah State Board of Pharmacy_and the Utah Physicians
Licenging Board, as posted on the Division website, is the
guideline or standard for pharmacist administration of vaccines
and emergency medicaticons, and for pharmacy intern ox pharmacy
technician administration pursuant to delegation by a pharmacigt.

R156-17b-621la. Operating Standards - Pharmacist Administration
of a Long-acting Injectable Drug Therapy - Training.

In accordance with Subsections 58-17b-502([9]1) (i) and 58-
17b-625(2) :

of] Prior to engaging in the administration of a long-acting

injectable drug pursuant to Section 58-17b-625, a pharmacist
shall successfully complete:

{a) current Basic Life Support (BLS) certification; and

(b} a training program for administering long-acting
injectables intramuscularly that is provided by an ACPE
accredited provider.

{2) An individual who engages in the administration cof
long-acting injectables]_drugs intramuscularly shall:

{a) maintain documentation that [tire]ithey obtained their
required training [was—obteimed—]prior to any administration; and

() for each renewal cycle after the initial training,
gsuccessfully compiete [amimtmum-of]lat leagst two hours of
continuing education related to administering long-acting
injectable[s] _drugs, in accordance with Section R156-17b-309.

R156-17b-621b. Operating Standards - Pharmacist and Pharmacy



Intern Dispensing of a Self-Administered Hormonal Contraceptive -
Training.

In accordance with Subsection 58-17b-502{[1%In) and Section
26-[62]164-106:

(1) Prior to dispensing a self-administered hormonal
contraceptive, a pharmacist or pharmacy intern shall successfully
complete a training program for dispensing self-administered
hormonal contraceptives that is provided by an ACPE-accredited
provider and approved by the Division in collabocration with the
Board.

(2) A pharmacist or pharmacy intern who engages in the
dispensing of a self-administered hormonal contraceptive shall:

(a) maintain documentation that [the]they obtained their
required training [wasobtaimed] prior to any dispensing; and

(b) for each renewal cycle after the initial training,
successfully complete a minimum of two hours of continuing
education related to dispensing a self-administered hormonal
contraceptive, in accordance with Section R156-17b-309.

(3) The Utah Hormcnal Contraceptive Self-screening Risk
Assesgsment Questicnnaire, adeopted September 18, 2018, posted on
the Division's website, 1s the self-screening risk assessment
questionnaire to be used for pharmacist and pharmacy intern
dispensing of self-administered hormonal contraceptives.

R156-17b-622. Standards - Dispensing Training Program.

{1l) In accordance with Subsection R156-17b-102 ([1%118}), a
formal or on-the-job dispensing training program completed by a
DMP designee is one that covers the following topics to the
extent that the topics are relevant and current to the DMP
practice where the DMP designee is enmploved:

{a) role cof the DMP designee;

{b) laws affecting prescription drug dispensing;

{c) pharmacology including the identification ¢f drugs by
trade and generic names, and therapeutic classifications;
pharmaceutical terminclogy, abbreviations and symbols;
pharmaceutical calculations;
drug packaging and labeling;
computer applications in the pharmacy;
sterile and non-sterile compounding;
medication errors and safety;
prescription and order entry and £ill proccess;
pharmacy inventory management; and
pharmacy billing and reimbursement.

Documentaticon demonstrating successful completion of a
formal or on-the-jok dispensing training program shall include
the following information:
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(a) name of individual trained;

(b) name of individual or entity that provided training;

(¢) list of topics covered during the training program; and
(d) training completion date.

R156~17b-623, Standards - Approved Cosmetic Drugs and Injectable
Weight Loss Drugs for Dispensing Medical Practitiocners.

[tt—&—cesmetic] The drugs that may be dispensed by a DMP in
accordance with Subsection 58-17b-802(1} and Section 58-17b-8C3
[telare limited to:

{1) the following cogmetic drugs:

{a) TLatisse; and

{b) the injectable weight loss drug human chorionic
gonadotrepin:; and

{2)  the legend, non-controlled drugs approved under Section
R156-83-306 for prescribing by an online prescribexr. [
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