Monthly Pharmacy Cases Received

As of 2026-08-17 13:53:25 Mountain Standard Time/MST e Generated by Travis Drebing ¢ Sorted by Opened Date (Ascending)

Filtered By

Date Field: Opened Date equals Last Month (7/1/2026 to 7/31/2026)
Show: All cases

Units: Hours

Status equals Case Received,Under Investigation,Legal Action,Information Only
Conduct Unit equals Healthcare,Professional
Professions equals Pharmacy

Case Number
173321
173331
173342
173349
1173733
173836
:174050
174271
Total

Count

Opened Date Professions
§Pharmacy

7/1/2026
7/1/2026
7/2/2026
7/2/2026
7/14/2026
7/16/2026
7/23/2026
7/31/2026

Pharmacy
Pharmacy

:Pharmacy

Pharmacy
Pharmacy
Pharmacy
Pharmacy

Profession Subtype Complaint Types

iClass A-Retail

:Class D-Out of State

Class A-Mail Service Retail
Class A-Retail

Pharmacy Technician
Pharmacist

Pharmacy Violation

Status

‘Information Only

Information Only
Information Only
Information Only
Under Investigation

Information Only
Information Only
Information Only



Monthly Pharmacy Closed Cases

As of 2026-08-17 13:52:20 Mountain Standard Time/MST s Generated by Travis Drebing » Sorted by Closed Date {Ascending)

Filtered By

Date Field: Closed Date equals Last Month (7/1/2026 to 7/31/2026)
Show: All cases

Units: Days

Conduct Unit equals Professional,Healthcare

Professions equals Pharmacy

Case Number Closed Date  Professions  Profession Subtype

173321 '7/6/2026 Pharmacy  Class A-Retail

173342 7/6f2016 Pharmacy Class D-Out of State

173237 7/6/2026 Pharmacy Pharmacy Intern

172350 7/6/2026 Pharmacy Class A-Retail

173331 H7f2026 Pharmacy

173225 7f7f2026 Pharmacy Class A-Retail

173488 7/7/2026 Pharmacy Class A-Retail

173349 7/8/2026 Pharmacy Class A-Mall Service Retail

173490 7/8/2026 Pharmacy Pharmacist

173460 7/8/2026 Pharmacy Class A-Retail

173535 7/9/2026 Pharmacy Class B-Dispensing Medical Practioner Clinic
173524 7/9/2026 Pharmacy Class B-Closed Door

173528 7/9/2026 Pharmacy Class B-Closed Door

172986 7/9/2026 ‘Pharmacy Class B-Closed Door

173280 7/9/2026 Pharmacy Class A-Retail

173603 7/10/2026 Pharmacy Class A-Retall

162128 7/10/2026 Pharmacy Pharmacist

173704 7/14/2026  :Pharmacy Class A-Retail

173247 7/15/2026 Pharmacy Pharmacist

171965 7/15/2026 Pharmacy Class B-Closed Door

173781 7/16/2026  :Pharmacy Class E-Durable Medical Equipment
173743 7/16/2026  ‘Pharmacy Class A-Retail

173836 7/20/2026 Pharmacy Pharmacy Technician

171217 7/20/2026 Pharmacy

173903 7/20/2026  Pharmacy Class A-Retail

172586 7/20/2026 Pharmacy Class A-Retail

174000 7/27/2026 Pharmacy Class A-Retail

174005 7/27/2026 Pharmacy Class A-Retail

171269 7/27/2026  :Pharmacy Class D Out-of-State Pharmacy
174101 7/27/2026  :Pharmacy Class A-Retail

174102 7/27/2026  :Pharmacy Class B-Dispensing Medical Practioner Clinic
173989 7/28/2026 Pharmacy Class A-Retall

173987 7/28/2026 Pharmacy Class A-Retail
1173982 7/28/2026 Pharmacy Class A-Retail

173981 7/28/2026 Pharmacy Class A-Retail

174050 7/29/2026 Pharmacy Pharmacist

173844 7/29/2026 Pharmacy Class A-Retail

174144 7/29/2026 Pharmacy Class E-Durable Medical Equipment
1174143 7/29/2026  :Pharmacy Class E- Medical Gas Provider
1174209 7/30/2026  ‘Pharmacy Class E-Veterinary Pharmaceutical Facility
174210 7/30/2026 Pharmacy Class A-Retail

174244 7/30/2026 Pharmacy Licensed Dispensing Practice
174236 :7/30/20‘26 Pharmacy Licensed Dispensing Practice
174213 7/30/2026 Pharmacy Class C-Wholesaler

174271 7/31/2026 Pharmacy

Total Count 45

Complaint Types

Medication Error
Medication Error

Inspection
Inspection

Pharmacy Violation
Inspection
Inspection
Inspection
Inspection
Pharmacy Vialation
Inspection
Inspection

Drug Diversion
Inspection
Medication Error
Medication Error
Inspection
Inspection

Practice Beyond Scope of License
Inspection
Medication Error
Inspection
Inspection
Pharmacy Violation
Inspection
Inspection
Inspection
Inspection
Inspection
Inspection

Inspection
Inspection
Inspection
Inspection

! Inspection

Inspection
Inspection
Ins p_er.liorl

Closure Code

Letter of Concern
Letter of Concern

Administrative Action; Letter of Concern; Random Inspection
Random Inspection

Unfounded

Random Inspection

Administrative Discretion

Random Inspection; Verbal Warning
Random Inspection

Unfounded

New Inspection

Random Inspection

Administrative Action

Letter of Concern; Random Inspection
Administrative Action

Letter of Concern

New Inspection

New Inspection; Voluntary Compliance

Administrative Action; Referred to Another Agency
Random Inspection

Letter of Concern

Random Inspection

Random Inspection

Referred to Another Agency

Random Inspection; Verbal Warning
Administrative Discretion

Letter of Concern; Random Inspection
Random Inspection

Random Inspection

Random Inspection

Administrative Action; Letter of Concern; Random Inspection
New Inspection

New Inspection

New Inspection

Random Inspection

Administrative Discretion

Administrative Discretion

New Inspection; Voluntary Compliance

Status
Infarmation Only
Infarmation Only
Closed
Closed
infarmation Only
Clasad
Closed
Information Only
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Information Only
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed

:Closed

Closed
Closed
Information Only
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Information Only




Monthly Pharmacy Inspections
As of 2026-08-17 13:51:04 Mountain Standard Time/MST « Generated by Travis Drebing » Sorted by Inspectio

Filtered By

Show: All inspections

Date Field: Inspection Date equals Last Month (7/1/2026 to 7/31/2026)
Inspection Type equals New,Probation,Random

Case _Inspection Date Inspection Classification Inspection Type
173460 Class A-Retail Random
173524 :Class B-Closed Door Random
173524 :Sterile Compounding Random
173488 Class A-Retail Random
173528 + 7/8/2026, 12:00 PM Class B-Closed Door Random
173528 i 7/8/2026, 12:00 PM ' Automated Pharmacy System Random
173603 7/9/2026, 12:00 PM Class A-Retail Random
173704 7/13/2026, 12:00 PM Class A-Retail Random
173704 :7/13/_2026, 12:00 PM Automated Pharmacy System Random
173704 7/13/2026, 12:00 PM Non-Sterile Compounding Random
173704 7/13/2026, 12:00 PM Sterile Compounding Random
173743 7/13/2026, 12:00 PM Class A-Retail New
174213 i7/13/2026, 12:00 PM Class C-Wholesaler New
173781 7/15/2026, 10:00 AM Class E-Durable Medical Equipment MNew
174335 :7/15/2026, 12:00 PM Automated Pharmacy System Random
174335 7/15/2026, 12:00 PM Class A-Retail Random
174335 :7/15/2026, 12:00 PM Non-Sterile Compounding Random
174335 7/15/2026, 12:00 PM Sterile Compounding Random
174342 L7[;5[20;6,‘ 12:00 PM:Class A-Retail Random
174342 7/15/2026, 12:00 PM : Sterile Compounding Random
174342 :7/15/2026, 12:00 PM Non-Sterile Compounding Random
174342 ‘:7/15/2026, 12:00 PM Automated Pharmacy System Random
173981 77/16/2026, 12:00 PM:Class A-Retail Random
173982 I /16/2026, 12:00 PM "Class A-Retail :Random
173987 17/16/2026, 12:00 PM Class A-Retail Random
173989 c7/16/2026,' 12:00 PM Class A-Retail Random
173844 .Class A-Re Random
173844 3 : Automated Pharmacy System ‘Random
173844 7/16/2026, 12:00 PM ' Non-Sterile Compounding Random
174210 7/16/2026, 12:00 PM Class A-Retail Random
174209 7/16/2026, 12:00 PM Class E-Veterinary Pharmaceutical Facility New
173503 i7/17/2026, 12:00 PM Class A-Retail Random
174000 7/22/2026, 12:00 PM Class A-Retail Random
174005 -7/22/2026, 12:00 PM Class A-Retail Random
174101 ;7/22/g‘q2_§, 12:00 PM:Class A-Retail :Random
174144 7/27/2026, 12:00 PM ECIass E-Durable Medical Equipment ‘New
174143 7/27/2026, 12:00 PM Class E- Medical Gas Provider New
174247 7/27/2026, 12:00 PM Class C-Distributing :New
174238 7/29/2026,1200PM Class ARetall o New
174238 7/29/2026, 12:00 PM 'Non-Sterile Compounding New
174238 7/29/2026, 12:00 PM Sterile Compounding New
174343 i7/29/2026, 12:00 PM Class E-Durable Medical Equipment New
174340 ;7/31/2026, 12:00 PM Class A-Retail Random
1174346 7/31/2026, 12:00 PM Class A-Retail Random
.174344 17/31/2026, 12:00 PM Class A-Retail Random
174352 '7/31/2026, 12:00 PM Class A-Retail Random
1174352 7/31/2026, 12:00 PM Automated Pharmacy System Random

TJotal  Count 47



Monthly Pharmacy Citations
As of 2026-08-17 13:49:38 Mountain Standard Time/MST e Generated by Travis Drebing * Sorted by Date Issued (Ascending)

Filtered By
Show: All citations
Date Field: Date Issued equals Last Month (7/1/2026 to 7/31/2026)

Profession equals pharmacy

Date Issued Case DOPL Citation: Citation Number Profession Violation Type
7/15/2026 173247 050153 Ph?ﬁ[ﬂiEV Unprofessional Conduct
7/17/2026 171217 050157 Pharmacy Unlicensed Practice
7/28/2026 173844 050196 Pharmacy  Pharmacy Violation
7/28/2026 173844 050197 Pharmacy  Pharmacy Violation

Total Count 4




Monthly Pharmacy Cases Received
As of 2026-09-08 14:34:26 Mountain Standard Time/MST * Generated by Travis Drebing e Sorted by Opened Date (Ascendi

Filtered By

Date Field: Opened Date equals Last Month (8/1/2026 to 8/31/2026)
Show: All cases

Units: Hours
Status equals Case Received,Under Investigation,Legal Action,Information Only

Conduct Unit equals Healthcare,Professional

Professions equals Pharmacy

Case Number

174398
174625
174689
174820
174836
174858
174950
174980
175144
175160
175161
175165
175186
175195
175197
1175325
Total

Count

Opened Date Professions

8/4/2026

8/11/2026
8/12/2026
8/17/2026
8/17/2026
8/18/2026
:8/20/2026
8/20/2026
8/25/2026
8/26/2026
8/26/2026
8/26/2026
8/26/2026
8/26/2026
8/26/2026
8/31/2026

16

Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy
Pharmacy

Profession Subtype

Class E-Third Party Logistics Provider

Class A-Retail
Class A-Retail
Pharmacist

Class A-Retail

Class A-Retail

Class A-Retail
Class A-Retail

Pharmacy Technician

Class A-Retail
Pharmacist
Pharmacist

Pharmacy Technician

Complaint Types
Pharmacy Violation
Inspection

Sexual Misconduct
Inspection
Pharmacy Violation
Pharmacy Violation
Pharmacy Violation
Pharmacy Violation
Inspection
Substance Abuse
Pharmacy Violation

Unlicensed Practice



Monthly Pharmacy Closed Cases

As of 2026-09-08 14:36:23 Mountain Standard Time/MST » Generated by Travis Drehbing » Sorted by Closed Date (Ascending)

Filtered By

Date Field: Closed Date equals Last Month (8/1/2026 to 8/31/2026)

Show: All cases

Units: Days

Conduct Unit equals Professional,Healthcare
Professions equals Pharmacy

Closed Date P
8/3/2026 Pharmacy
'8/4/2026 Pharmacy
i8/4/2026 Pharmacy

:Case Number
1174238

:8/4/2026 Pharmacy
8/4/2026 Pharmacy
Pharmacy

742361

. 8/5/2026  Pharmagy
174352 8/5/2026 Pharmacy
174344 .8/5/2026 Pharmacy
174426 8/5/2026  Pharmacy
‘174429 8/5/2026 Pharmacy
174431 B/ﬁ[__ZQ)E Pharmacy
174345 LT TFOY Pharmacy
114483 2/6/2026 Pharmacy
174845 8/6/2026 Phammacy
174486 8/10/2026 Pharmacy
174483 8/10/2026 Pharmacy
174446 8/12/2026 Pharmacy
174569 :8/12/2026 Pharmacy
174571 18/12/2026 Pharmacy
174573 8/12/2026 Pharmacy
172739 8/13/2021 Pharmacy
B 8/17/2026 _ Pharmacy
Pharmacy
Pharmacy
Pharmacy
:Pharmacy
EPhar_[nacy
Pharmacy
Pharmacy
.Pharmacy

8/18/2026 Pharmacy
8/18/2026 Pharmacy
8/18/ Pharmacy
Bf18/2026 Pharmacy
#/19/2026  Pharmacy
#/20/2026  Pharmacy
HIMf2026 Pharmacy
8/24/2026  Ph: .
Bf24/2026  Pharmacy

175070 8/24/2026 Pharmacy
©175073 Pharmacy
17507 8/20/2026  Pharmacy
175082 8/24/2_9?6 Pharmacy
171577 8/24/2026  Pharmacy
175068 Bf26/2036  Pharmacy
175089 B/26/2026  Pharmocy
175186 Bfzrfr02e Pharmacy
175122 :8/28/2026  Pharmacy
175124 8/28/2026 Pharmacy
175074 Bfay/ 2026 Pharmacy
175316 B/31/2026 Pharmacy
175325 (Bf31/2026 Pharmacy

:Total Count 54

‘Class E-Human C

Class A-Retail

Class A-Retait
Class A-Retail
Class A-Retail
Class A-Retail
Class C-Distributing
Class C-Manufacturing
Class C-Manufacturing
Class A-Retail
Class A-Retail
Class A-Retail
Class A-Retail
Class B-Oosed Door

Class A-Retail
Class A-Retail

Medical Equipment

Class A-Retail
Pharmacy Technician
Class A-Retail
Class A-Retail

:Class A-Retail
'Class B-Closed Door

Class A-Retail
Class A-Remote Dispensing
Class A-Retail
Class A-Retail
Class A-Retait

Class A-Retail
Ucensed Dispensing Practice

-Retail
Class A-Retail
Class A-Retail

Class B-Hospital Clinic

Class A-Retail

Pharmacy Technician

Class B-Hogpital Clinke

Class A-Retail

Pharmacist

Class C-Wholesaler

Class E-Third Party Logistics Provider

Class D Out-of-State Pharmacy

ical Investigational Drug Research Facility

Pharmacy Techni

Complaint Types
{ Inspection

i Inspection
{Inspection
iInspection
Inspection
inspéél]on
Inspection
Inspection
Pharmacy Violation
1Inspection
‘Inspection

: Pharmacy Violation
! n

Inspection
Inspection

Inspection
Pharmacy Violation

Inzpection
Inspection
Inspection
Imspection
Inspertion
Ingpection

tInspection
Inspection

Inspection
Inspaction
Inspection
Inspection
Inspection
Inspection
Inspection

Pharmacy Violation
| Pharmacy Viclatian
| Priarmacy Vielation

Imspectian

Cosure Code
New Inspection; Voluntary Compliance
New Inspection

New Inspection

New Inspection

New Inspection

Random Inspection; Voluntary Compliance
Random Inspection

r of Concern; Random Inspection

New Inspection
New Inspection
Lack of Evidence

Random Inspection
Handom Inspestion
Random Inspection

on; Ve“(l.)al Warning

Ngw I}\vspecﬁon
Administrative Action

Letter of Concern; Random Inspection
No Jurisdiction

Letter of Concern; Random Inspection
Random Inspecti ry Compliance
Letter of Concern; Random Inspection

Random Inspection
Random Inspection; Voluntary Compliance

n

Letter of Concern; Random Inspect

Letter of Concer!
New Inspectio
Random Inspection

oluntary Compliance

New Inspection
Random Inspection
Random Inspection

Random Ins n

Random (nspection

Random Inspection

Administrative Action

Letter of Concern; Random Inspection
)

: Random Inspection; Voluntary C: ance

Letter of Concern
Letter of Concern
Letter of Concern
New Inspection

Status
Closed
Closed
Cloted
Closed
Cloved
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed
Closed

‘Closed

Closed
Closed
Closed

,Closed

Closed
Closed
Closed

Closed
‘Closed

Information Only
Closed
Closed
Closed
Closed
Closed
Closed
Closed
dltv)sed_v_
Closed

Closed

Closed
Closed
Closed

‘Closed

Closed
Closed

:Closed

Closed
Closed
Closod
Closed
Infarmation Only
Closed
Closed
Closed
Closed
Information Only




Monthly Pharmacy Inspections
As of 2026-09-08 14:40:19 Mountain Standard Time/MST » Generated by Travis Drebing » Sorted by Inspection Date {Ascending)

Filtered By

Show: All Inspections

Date Field: Inspectlon Date equals Last Month {8/1/2026 to 8/31/2026)
Inspection Type equals New,Probation,Random

Case mlns}pe:&ion daséiﬁcation
174333 | Investigational Dru

174348

1174445 Class A-Retall Random
174483 Class B-Closed Door Random
174483 harmacy System . . Random
174483 Sterile Compounding Random
174486 Class A-Retail Random

Automated Pharmacy System ;Random
174486 Eligible Charity Pharmacy :Random
1744 Class B-Closed Door ‘Random
174488 Sterile Compounding Random
174489 Class A-Retail Random
174569 ;Class A-Retail Handaom
174571 = 3 Random
174575 Class A-Retail ‘Random
174573 Class E-Durable Medical Equipment ‘New

1174580 M Class A-Retall Random

1174580 Non-Sterile Compounding Random
174580 Compounding Random
174588 Automated Pharmacy System Random
174588 Class A-Retail Handom

1174625 iClass A-Retail ‘Random

1174625 8/10/2026, 12:00 PM Non-Sterile Compounding Random
174880 8/11/2026, 12:00 PM:Class E-Non Drug or Device Central Processing Pharmacy New
174819 8/12/2026, 12:00 PM:Class A-Retail . . L . Random
174819 armacy System Random
174822 Random
174822 Random

;175073 Random

-175076 ‘Random
17! :Random
175076 Random
175082 . Random

74826 Random
174826 Random
Class A-Retail Random
Class A-Retail Random
1 PM Class A-Retail Random
174944 8/13/2026, 12:00 PM Licensed Dispensing Practice New
174908 Class A-Retail Random
175070 Class A-Retail Random
174896 Automated Pharmacy System New
174896 :Class A-Retail New
175068 Class B-Hospital Clinic Random
175068 d Pharmacy System Random
175068 Sterile Compounding Random
-175089 Class A-Retail Random
Cla: Random
L e e g Random
_ New
1175316 Class E-Human Clinical Investigational Drug Research Facility :New

Total  Count 54



Monthly Pharmacy Citations

As of 2026-09-08 14:41:33 Mountain Standard Time/MST « Generated by Travis Drebing « Sorted by Date Issued (Ascending)

Filtered By

Show: All citations

Date Field: Date Issued equals Last Month (8/1/2026 to 8/31/2026)
Profession equals pharmacy

Date Issued Case ' |DOPL Citation: Citation Number
8/17/2026 174342 050254
8/17/2026 174342 050255
8/24/2026 171577 050274

Total Count 3

Profession
Pharmacy

Pharmacy _

Pharmacy

Violation Type
Pharmacy Violation

_ Pharmacy Violation

Pharmacy Violation




Utah CSD ASAP 4.2 DSP12 A
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Utah CSD ASAP 4.2 DSP12 B
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Utah CSD ASAP 4.2 DSP12 C
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nha”’

PROVEN LEARNING OUTCOMES

PharmaSeer

Measurable Knowledge Growth, Assessment Performance, and Training Effectiveness

Background:

PharmaSeer is NHA's learning resource for pharmacy technicians, offering a solid foundation in both theoretical
and practical sides of pharmacy work. It's used by instructors to supplement pharmacy technician program
curriculum and by retail pharmacies to train employees. Pharmaseer ends with a post-assessment, and learners
must score 70% or higher — maximum of 3 attempts — to earn a certificate of completion.

Key Insight: Learners using PharmaSeer show consistent, measurable improvement, across thousands of
learners and every training module.

Overall Post Assessment Success*

64.2%

In the last 3 years, 64.2% of learners passed the post assessment
with 70% or greater and received a certificate of completion.

*Passing a post assessment has no impact on NHA’s exam eligibility requirements. Eligibility requirements have not changed and remain
based on program completion or work experience. Passing the post assessment does not guarantee passing the certification exam.

In-Course Mastery: End-of-Module Quiz Improvement

Every single course module in PharmaSeer shows measurable improvement from a learner's first quiz
attempt to their last:

71.4% 87.7% +16.3

Avg. First-Attempt Score Avg. Final-Attempt Score Overall Improvement

A +16.3 point average gain, with 100% of modules improving — demonstrating that the learning resource builds real
mastery.

The Bottom Line

PharmaSeer delivers measurable, consistent outcomes: learners improve throughout the learning resource.

Copyright© 2026 Assessment Technologies Institute®, LLC. All rights reserved July 2026
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Deidre M. Henderson Mark Steinagel Deborah Blackburn Allied Health Section

Utah Guidance for Dispensing by Health Department Nurse of STI Drugs
Adopted XX/XX/XXXX

Pursuant to the authority in Utah Code § 58-17b-620(7) and (8) and Utah Administrative Code
R156-17b-628, this pharmacy practice guidance authorizes a Registered Nurse ("Nurse") who is
licensed under Utah Code Title 58, Chapter 31b (Nurse Practice Act) and employed by the Utah
Department of Health and Human Services (DHHS) or a local health department to dispense
prepackaged prescription drugs to treat sexually transmitted infections (STIs) in accordance with
Utah Code § 58-17b-620(7), physician standing written orders and approved health department
protocols.

Upon assessment and determination that a patient is eligible to receive medication pursuant to this
guidance, an authorized health department Nurse shall, prior to dispensing, provide direct verbal
consultation and patient education including, but not limited to, the information identified below.
Written patient informational materials may accompany dispensing but shall not replace direct
nurse consultation.

Nurse Consultation & Patient Education Requirements

1. Directions for Use & Dosage Administration: The appropriate dosage, frequency, route,
and complete course of administration for the specific prepackaged STI medication
dispensed.

2. Adverse Reactions & Precautions: Potential side effects, adverse drug reactions,
contraindications, and warnings regarding drug interactions.

3. Proper Storage & Temperature Controls: Necessary environmental storage conditions,
including avoiding extreme heat, moisture, and temperature excursions.

4. Beyond Use Date & Safe Disposal: Explanation of the Beyond Use Date (BUD) or
manufacturer expiration date, and safe disposal of unused or expired medications.

5. Follow-up Care & Medical Re-evaluation: Recommendations for clinical re-evaluation, re-
testing, abstinence during treatment, and when to seek emergency medical attention.

Prepackaged STI Drug Standards & Prescriptions for Contacts

¢ Prepackaged Drug Requirement (§ 58-17b-802(5)): Drugs dispensed by public health
nurses must be 'prepackaged drugs'—non-controlled prescription drugs packaged in a fixed
quantity per package by a drug manufacturer, pharmaceutical wholesaler or distributor, or
licensed pharmacy prior to dispensing.

« Physician Standing Orders (§ 58-17b-620(4)): All nurse dispensing operates under signed
standing written orders issued by a licensed physician to fill in patient information. The
prescribing physician retains legal responsibility for all prescriptions issued under their
delegated authority.

¢ Serially Numbered Forms (§ 58-17b-620(6)): Prescription forms utilized by health
departments must be serially numbered in accordance with a systematic numbering system
assigned to the health department facility.

Heber M. Wells Building » 160 E. 300 S. Salt Lake City, UT. 84111 + dopl@utah.gov
P.O. Box 146741, Salt Lake City, UT. 84114-6741



* Prescriptions for Contacts Without Prior Exam (§ 58-17b-620(3)): An individual with
prescriptive authority may write a prescription for each contact of an STI patient without a prior
face-to-face examination, provided the prescriber is treating the index patient for a reportable
public health threat and the contact’s condition is the same as the patients’s. A nurse may
complete a physician-signed prescription in this setting.

Labeling & Recordkeeping Requirements (§ 58-17b-602(5))

Every prepackaged STI drug dispensed to a patient must bear a securely affixed label with the
following required statutory elements:

Practitioner & Facility Info

Patient Identification
& Prescription Identification

Drug, Strength & Quantity

Directions & Beyond Use
Date

Name, address, and telephone number of the health
department facility, and the name of the prescribing physician.

Patient full name, including for a contact receiving a
prescription under § 58-17b-620(3)), and the unique serial
number assigned to the prescription order.

Trade, generic, or chemical name of the drug; exact dosage
strength; and total quantity dispensed

Date of dispensing/filling, explicit directions for use, necessary
cautionary statements, and the Beyond Use Date (BUD).

Record Retention (Utah Admin. Code § R156-17b-612(4); Utah Code § 58-17b-609 and 611):
request. Prescription files, including refill information, must be maintained for a minimum of five
(5) years and be immediately retrievable in written or electronic format upon Division request.

Division Pharmacy Practice Website: dopl.utah.gov/pharm

Heber M. Wells Building « 160 E. 300 S. Salt Lake City, UT. 84111 « dopl@utah.gov
P.O. Box 146741, Salt Lake City, UT. 84114-4741



R156. Commerce, Professional Licensing.
R156-17b. Pharmacy Practice Act Rule.
R156-17b-101. Title - Authority - [Organization-and |Relationship to Rule R156-1.

(1) This rule is known as the "Pharmacy Practice Act Rule."

(2) This rule is adopted by the Division under the authority of Subsection 58-1-106(1)(a)
to enable the Division to administer Title 58, Chapter 17b, Pharmacy Practice Act.

(3) The organization of this rule and its relationship to Rule R156-1 is as described in
Section R156-1-10[%]1.

R156-17b-102. Definitions.

Terms used in this rule are defined in Title 58, Chapter 1, Division of Professional
Licensing Act, and Title 58, Chapter 17b, Pharmacy Practice Act. In addition:

(1) "Accredited by" means that, on the day the applicant for licensure completed the
program, the program was:

(a) accredited; or
(b) in candidate status.

(2) "ACPE" means the American Council on Pharmaceutical Education or Accreditation
Council for Pharmacy Education.

(3) "Analytical laboratory":

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

(b) does not include a laboratory possessing prescription drugs used as standards
and controls 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 milliliter when labeled or
otherwise designated as being for in-vitro diagnostic use.

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

(a) aremote-rural hospital, as defined in Section 26B-2-213;

(b) a county of the fourth, fifth, or sixth class, as classified in Section [+756-
304]117-60-104; or

(c) any area where a demonstration of need is approved by the Division in
collaboration with the Board, based on any factors affecting the access of persons
in that area to pharmacy resources.

(5) "ASHP" means the American Society of Health System Pharmacists.

(6) "Authorized distributor of record" means a pharmaceutical wholesaler with whom a
manufacturer has established an ongoing relationship to distribute the manufacturer's
prescription drugs. An ongoing relationship is deemed to exist if:

(a) the manufacturer and pharmaceutical wholesaler are part of an affiliated
group, as defined by Section 1504 of the Internal Revenue Code; or

(b) the pharmaceutical wholesaler has a written agreement currently in effect
with the manufacturer evidencing the ongoing relationship and is listed on the
manufacturer's current list of authorized distributors of record.

(7) "Authorized personnel" means any person who is a part of the pharmacy staff who
participates in the pharmacy's operational processes and contributes to the natural flow of
pharmaceutical care.



(8) "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 with the same common ownership and control.

(9) "Clinic" as used in Subsection 58-17b-625(3)(b) means a Class B pharmacy as
defined in Subsection 58-17b-102(11), or a facility that provides outpatient health care services
whose primary practice includes the therapeutic use of drugs related to a specific patient for:

(a) curing or preventing the patient's disease;
(b) eliminating or reducing the patient's disease; or
(c) arresting or slowing a disease process.

(10) "Co-licensed partner" means a person that has the right to engage in the
manufacturing or marketing of a co-licensed product.

(11) "Co-licensed product" 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 21
CFR 203 (2021).

(12) "Community pharmacy" as used in Subsection 58-17b-625(3)(b) means a Class A
pharmacy as defined in Subsection 58-17b-102(10).

(13) "Compounding," as defined in Subsection 58-17b-102(18), in accordance with 21
U.S.C. 353a(e) Pharmacy Compounding, does not include:

(a) mixing, reconstituting, or other such acts that are performed in accordance
with directions in approved labeling provided by the product's manufacturer and
other manufacturer directions consistent with that labeling; or
(b) the addition of flavoring agents to conventionally manufactured and
commercially prepared available liquid medications, if the flavoring agents:

(1) are therapeutically inert; and

(i) do not exceed 5% of a preparation's total volume.

(14) "Consulting pharmacist" means a licensed pharmacist who provides consultation on
an aspect of a pharmaceutical administration facility under Section R156-17b-614c.

(15) "Counterfeit prescription drug" has the meaning given to the term "counterfeit drug'
in 21 USC 321(g)(2) as applied to prescription drugs.

(16) "Counterfeiting" means engaging in activities that create a counterfeit prescription
drug.

(17) "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.

(18) "Designated representative" or "DR" means an individual supervising the licensed
facility in accordance with Subsections R156-17b-615([4]6) and ([5]7).

(19) "Device" means a prescription device as defined in 21 CFR 801.109 (2021).

(20) "DMP" means a dispensing medical practitioner licensed under Title 58, Chapter
17b, Part 8, Dispensing Medical Practitioner and Dispensing Medical Practitioner Clinic
Pharmacy.

(21) "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 Title 58 chapters:
(A) Chapter 67, Utah Medical Practice Act;
(B) Chapter 68, Utah Osteopathic Medical Practice Act;



(C) Chapter 70a, Utah 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

(i1) 1s a medical assistant as defined in Subsection 58-67-102(14);

(b) meets requirements in Subsection 58-17b-803(4)(c); and
(c) can document successful completion of a formal or on-the-job dispensing
training program under Section R156-17b-622.

(22) "DMPIC" means a dispensing-medical-practitioner-in-charge licensed under Title
58, Chapter 17b, Part 8, Dispensing Medical Practitioner and Dispensing Medical Practitioner
Clinic Pharmacy who is designated by a dispensing medical practitioner clinic pharmacy to be
responsible for activities of the pharmacy.

(23) "DSCSA" means Title II of the Drug Quality and Security Act of 2013, the Drug
Supply Chain Security Act, [H3Pubt-Ne—-54;|Pub. L. No. 113-54, 127 Stat. 587 (2013), and
any regulations promulgated pursuant to the DSCSA.

(24) "Drug therapy management" means the review of a drug therapy regimen of a
patient by one or more pharmacists evaluating and rendering advice to one or more practitioners
regarding adjustment of the regimen.

(25) "Drugs," as used in this rule, means drugs or devices.

(26) "Durable medical equipment" or "DME" means equipment that:

(a) can withstand repeated use;

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

(e) may include devices and medical supplies.

(27) "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.

(28) "Entities under common ownership" means entity assets are held indivisibly rather
than in the names of individual members.

(29) "ExCPT" means the Exam for the Certification of Pharmacy Technicians.

(30) "FDA" means the United States Food and Drug Administration and any successor
agency.

(31) "FDA-Approved" means that the federal Food, Drug, and Cosmetic Act, 21 USC
301 et seq. and regulations promulgated thereunder permit the subject drug or device to be
lawfully manufactured, marketed, distributed, and sold.

(32) "High-risk, medium-risk, and low-risk drugs" refers to the risk level to a patient's
health from compounding sterile preparations, as referred to in USP-NF Chapter 797.

(33) "Hospice facility pharmacy" means a pharmacy that supplies drugs to patients in a
licensed healthcare facility for terminal patients.

(34) "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) prescription drugs or devices are dispensed by the pharmacist or pharmacy
intern; or

(c) prescription drugs are administered in accordance with the order of a
practitioner by an employee or agent of the facility.

(35) "Legend drug" or "prescription drug" means a drug or device that has been
determined to be unsafe for self-medication or one 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".

(36) "Long-term care facility" as used in Subsection 58-17b-610.7(2) means the same as
defined in Section 58-31b-102(9).

(37) "Managerial control" means the ability, regardless of title, to directly manage the
finances, strategic initiatives, and personnel of a pharmacy or pharmaceutical facility, including:

(a) taking on debt obligations;

(b) distributing profits;

(c) determining fees and costs charged for products or services offered by the
pharmacy or pharmaceutical facility;

(d) hiring, firing, or promoting any personnel, including the PIC; or

(e) changing the location or name of the pharmacy or pharmaceutical facility.

(38) "Maintenance medications" means medications that a patient takes on an ongoing
basis.

(39) "Medical supplies" means items for medical use that are:

(a) suitable for use in a health care facility or in the home; and
(b) disposable or semi-disposable and non-reusable.

(40) "MPJE" means the Multistate Pharmacy Jurisprudence Examination.

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

(42) "NAPLEX" means North American Pharmac[¥|ist Licensing Examination.

(43) "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.

(44) "Normal distribution channel" means a chain of custody for a prescription drug sent:

(a) (1) directly from the manufacturer;
(i1) by drop-shipment;
(111) via intracompany transfer from the manufacturer; or
(iv) from the manufacturer's:
(A) co-licensed partner;
(B) third party logistics provider; or
(C) exclusive distributor;
(b) to:
(1) a pharmacy or other designated persons authorized to dispense or
administer prescription drugs to a patient;



(i1) a chain pharmacy warehouse that performs intracompany sales or
transfers of such drugs to a group of pharmacies under common ownership
and control;

(ii1) a cooperative pharmacy warehouse to a pharmacy that is a member of
the pharmacy buying cooperative or GPO to a patient;

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

(v) an authorized distributor of 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

(vi) an authorized distributor of record to another authorized distributor of
record to a licensed pharmaceutical facility or a licensed healthcare
practitioner authorized to dispense or administer such drug for use by a
patient.

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

(46) "Patient's agent" means a:

(a) relative, friend, or other authorized designee of the patient involved in the
patient's care; or
(b) if requested by the patient or the individual under Subsection (46)(a), one of
the following facilities:
(1) an office of a licensed prescribing practitioner in Utah;
(i) a long-term care facility where the patient resides; or
(i11) a hospital, office, clinic, or another medical facility that provides
health care services.

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

(48) "Pharmacy facility" means the same as "Pharmaceutical facility" defined in
Subsection 58-17b-102(46).

(49) "PIC," as used in this rule, means the pharmacist-in-charge.

(50) "Prepackaged" or "Prepackaging" means transferring a drug, manually or by use of
an automated pharmacy system, from a manufacturer's or distributor's original container to
another container before 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.

(51) "Prescription files" means hard copy and electronic prescriptions that includes
pharmacist or technician notes, or information written or attached that is pertinent to the
prescription.

(52) "Professional entry degree," as used in Subsection 58-17b-303(1)(e), means the
professional entry degree offered by the applicant's ACPE-accredited school or college of
pharmacy in the applicant's year of graduation, either a baccalaureate in pharmacy (BSPharm) or
a doctorate in pharmacy (PharmD).

(53) "PTCB" means the Pharmacy Technician Certification Board.



(54) "Qualified continuing education," as used in this rule, means continuing education
that meets the standards set forth in Section R156-17b-309.

(55) "Qualifying Ownership Change" means any transaction or series of transactions that
results in a change in the ownership and managerial control of a pharmaceutical facility, but does
not include changes in ownership:

(a) caused by changes in stockholders in publicly listed corporations whose stock
is publicly traded;

(b) that do not result in a change in managerial control, including changes in the
type of corporate entity under which the pharmaceutical facility is held;

(c) constituting less than 50% of the total ownership of the pharmaceutical
facility; or

(d) of a parent entity holding an equitable interest in a pharmaceutical facility as
a subsidiary, if the equitable interest constitutes less than 50% of the total
ownership interest of the pharmaceutical facility.

(56) "Refill" means to fill again.

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

(58) "Remote dispensing pharmacy" means a Class A or Class B pharmacy located in
Utah that serves as the originating site where a patient receiving services through a telepharmacy
system is physically located and the practice of telepharmacy occurs pursuant to Section R156-
17b-614g.

(59) "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 responsible for dispensing the product to a patient.

(60) "Research facility” means a facility where research takes place that has policies and
procedures describing such research.

(61) "Responsible [party|individual" means the identity of the supervisor or director or
the Class E pharmacy under Section R156-17b-617a.

(62) "Reverse distributing" means a person or company that retrieves unusable or
outdated drugs from a pharmacy by removing those drugs from stock and destroying them.

(63) "Self-administered hormonal contraceptive" means the same as defined in
Subsection 26B-4-501(2[2]4).

(64) "Sterile products preparation facility" means any facility, or portion of the facility,
that compounds sterile products using aseptic techniques.

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

(66) "Supervisor" means a licensed pharmacist or DMP in good standing with the
Division.

(67) "Telepharmacy system" means any telecommunication or information technology
system, or combination of systems, that monitors the preparation and dispensing of prescription
drugs and provides for related drug review and HIPAA-compliant patient counseling services.



(68) “Therapeutically Similar Drug List” under Subsection R156-17b-612¢(1) means the
list approved by the Division in collaboration with the Board, which can be found on the
Division’s website at https://commerce.utah.ecov/dopl/pharmacy/resources/.

(6[8]9) "Third party logistics provider" means anyone who contracts with a prescription
drug manufacturer to 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 control over the prescription drug's sale.

([69]70) "Unauthorized personnel"” means a person not participating in the operational
processes of the pharmacy who in some way would interrupt the natural flow of pharmaceutical
care.

(716]1) "Unit dose" means the ordered amount 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.

(72) “Unlawful conduct” as defined in Subsections 58-1-501 and 58-17b-501(3)(b) and
under Rule R156-17b does not include using the word “‘pharmacy,” “drugstore.” or any other
word or combination of words of the same or similar meaning, or any sign or graphic
representation that would indicate a pharmacy is at an address or location, if:

(a) the address or location is:
(1) eligible for or listed on the National Register of Historic Places;
(i1) recognized by the Utah State Historic Preservation Office; or
(ii1) otherwise recognized by a historic society or other organization
dedicated to promoting the history of a particular place, group of people,
or topic;
(b) the use is only for historic purposes, and does not include conducting or
transacting pharmacy business or providing pharmacy services; and
(c) the Division has been notified in writing of the use at that address or location.

(71+]3) "Unprofessional conduct," as defined in Title 58, Chapter 1, Division of
Professional Licensing Act, Title 58, Chapter 17b, Pharmacy Practice Act, and Subsection 58-1-
203(1)(e) is further defined in Section R156-1-501 and Section R156-17b-502.

(74) "USP" means the United States Pharmacopeia-National Formulary (USP 41-NF 36),

including the First Supplement, dated November 1, 2023. The following general chapters are
incorporated by reference:

(a) USP <795> on Pharmaceutical Compounding -- Nonsterile Preparations;

(b) USP <797> on Pharmaceutical Compounding -- Sterile Preparations;

(c¢) USP <800> on Hazardous Drugs---Handling in Healthcare Settings; and

(d) USP <825> on Radiopharmaceuticals -- Preparation, Compounding, Dispensing, and

Repackaging.

(75) “Utah Guidance for Diabetic Therapeutic Equivalents” under Subsections 58-17b-
608.1(7)(f) and R156-17b-612b(2) means the December 2023 guidance approved by the Division

in collaboration with the Board, which can be found on the Division’s website at
https://commerce.utah.gov/dopl/pharmacy/resources/, and is incorporated by reference.

(76) “Utah Guidance for Dispensing by Health Department Nurse of STI Drug” under
Section R156-17b-628 means the guidance approved by the Division in collaboration with the
Board, which can be found on the Division’s website at
https://commerce.utah.gov/dopl/pharmacy/resources/.




(77) “Utah Guidance for Epinephrine” under Subsections 58-17b-627(3)(a)(viii) and
R156-17b-627(2)(g) means the May 2024 guidance approved by the Division in collaboration
with the individuals described in Subsection 58-17b-627(4), which can be found on the
Division’s website at https://commerce.utah.gov/dopl/pharmacy/resources/, and is incorporated
by reference.

(78) “Utah Guidance for Fluoride” under Subsections 58-17b-627(3)(a)(vi) and R156-
17b-627(2)(e) means the August 2025 guidance approved by the Division in collaboration with
the individuals described in Subsection 58-17b-627(4), which can be found on the Division’s
website at https://commerce.utah.egov/dopl/pharmacy/resources/, and is incorporated by
reference.

(79) “Utah Guidance for Naloxone” under Subsections 58-17b-627(3)(a)(v) and R156-
17b-627(2)(d) means the September 2021 guidance approved by the Division in collaboration
with the individuals described in Subsection 58-17b-627(4), which can be found on the
Division’s website at https://commerce.utah.gov/dopl/pharmacy/resources/, and is incorporated
by reference.

(80) “Utah Guidance for PrEP and PEP” under Subsections 58-17b-627(3)(a)(i) and (ii)
and R156-17b-627(2)(a) means the September 2026 guidance approved by the Division in
collaboration with the individuals described in Subsection 58-17b-627(4), which can be found on

the Division’s website at https://commerce.utah.ecov/dopl/pharmacy/resources/, which is
incorporated by reference.

([#2]81) "Utah Guidance for Self-Administered Hormonal Contraceptives" under
Subsections R156-17b-621b(2)(c) and R156-17b-627(2)(b) means the September 2021 guidance
approved [September28,2021-|by the Division in collaboration with the [Beard-efPharmaey
and-Medical Licensing Board|individuals described in Subsection 58-17b-627(4), which can be
found on the Division's website at https://[dept|commerce.utah.gov/dopl/pharmacy/resources,
and is incorporated by reference.

(82) “Utah Guidance for Tobacco Cessation Products” under Subsections 58-17b-
627(3)(a)(iv) and R156-17b-627(2)(c) means the September 2021 guidance approved by the
Division in collaboration with the individuals described in Subsection 58-17b-627(4), which can
be found on the Division’s website at https://commerce.utah.gov/dopl/pharmacy/resources/, and
is incorporated by reference.

(83) “Utah Guidance for Vaccine Prescription and Administration” under Subsections
58-17b-627(3)(a)(vii) and R156-17b-627(2)(f) means the April 2024 guidance approved by the
Division in collaboration with the individuals described in Subsection 58-17b-627(4), which can
be found on the Division website at https://commerce.utah.gov/dopl/pharmacy/resources/, which
is incorporated by reference.

([#3]84) "Utah Hormonal Contraceptive Self-Screening Risk Assessment Questionnaire"
under Subsection R156-17b-610(8)(a) means the May 2024 guidance approved [September28;-
2021-1by the Division in collaboration with the Board [efPharmaey-|and Medical Licensing
Board, which can be found on the Division's website at
https://[dept]commerce.utah.gov/dopl/pharmacy/resources/, and is incorporated by reference.




([#6]85) "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.

([##186) "Wholesale distribution" means the same as 21 CFR 203.3(cc) (2021).

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

(1) Under Subsection 58-17b-303(1)(f), the pharmacy internship standards for licensure
as a pharmacist are established in this section.

(2) A graduate of a U.S. pharmacy school shall have at least 1,740 hours of practice
obtained according 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 June 2025[Faby1-20146 (“Standards-2046>)|, which is incorporated
by reference.

3) (a) A graduate of a foreign pharmacy school and who has obtained a certification
of equivalency under Subsection 58-17b-303(2) shall have at least 1,440 hours of supervised
pharmacy practice in the United States.

(b) The Division in collaboration with the Board may credit up to 500 hours
toward the requirement of Subsection R156-17b-303b(3)(a) for a graduate’s other experience
substantially related to the practice of pharmacy.

(4) If a pharmacy intern is suspended or dismissed from an approved college of
pharmacy, the pharmacy intern shall notify the Division within 15 days of the suspension or
dismissal.

(5) If a pharmacy intern ceases to meet a requirement for intern licensure, the pharmacy
intern shall surrender the pharmacy intern license to the Division within 60 days unless an
extension is granted by the Division in collaboration with the Board.

R156-17b-30[7]6. Qualifications for Licensure - Criminal Background Checks.

(1) Under Section 58-17b-306. [A]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-
30[%]6:

(a) the PIC;
(b) the PIC's immediate supervisor;
(c) the senior person in charge of the facility in which the pharmacy is located;



(d) others associated with management of the pharmacy or the facility in which
the pharmacy is located as determined necessary by the Division [ir-erder|to
protect public health, safety, and welfare; and

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

R156-17b-308. Term, Expiration, Renewal, and Reinstatement of License - Application
Procedures.

This section establishes procedures required in Sections 58-1-308, 58-17b-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 R156-1-308a.

(2) Renewal and reinstatement procedures shall be in accordance with Sections R156-1-
308a through R156-1-308l, except as provided in Subsections (3) and (4).

(3) A pharmacist whose license was active and in good standing before its expiration
may apply for reinstatement, under the following practice re-entry requirements:

(a) if the application for re-entry is between two years and five years after the
date of expiration, an applicant for reinstatement shall submit documentation of
compliance with current continuing education as required in Subsection R156-
17b-309(1); or

(b) if the application for re-entry is more than five years after the date of license
expiration, an applicant for reinstatement shall retake the examinations required
for licensure under Subsection R156-17b-303c.

(4) A pharmacy technician whose license was active and in good standing before its
expiration may apply for reinstatement in accordance with the following practice re-entry
requirements:

(a) if the application for re-entry is between two years and five years after the
date of expiration, an applicant for reinstatement shall submit documentation of
current continuing education as required in Subsection R156-17b-309(2); or

(b) if the application for re-entry is more than five years after the date of
expiration, an applicant for reinstatement shall retake the examinations required
for licensure under Section R156-17b-303c.

(5) The Division, in collaboration with the Board, may approve the 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-309.7. Exemptions from Licensure - Opioid Treatment Program.

(1) [In-aeecordanee-with|Under Section 58-17[-]b-309.7 "under the direction of a
pharmacist" means that the pharmacist has delegated to a covered provider the authority to
perform one or more selected dispensing tasks on behalf of the pharmacist:

(a) in accordance with state and federal laws and rules; and




(b) under the general supervision of the pharmacist as defined in Subsection
R156-1-102a([4]1)(c).
(2) A pharmacist retains accountability for the appropriate delegation of dispensing
[s]tasks.
(3) The covered provider is accountable for the accuracy of the dispensing task and shall
consult the pharmacist as needed.
(4) A covered provider may not:
(a) further delegate to another person any dispensing task delegated to the
covered provider by the pharmacist; or
(b) expand the scope of a delegated dispensing task without the express
permission of the pharmacist.

R156-17b-402. Administrative Penalties.
Under 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 1[462
s

First[HRST] Subsequent[UBSEQUENT

[SUBSECHON | Violation[OEFATHON | Offense[EEENSE | | Offense[EEFENSE].

} ] 1 Penalty Penalty

(D] 58-1-501(1)(a) $[-1500 - $[- $[-12,000 - $[-]10,000
12,000

(] 58-1-501(1)(b) $[-1500 - $[- $[-12,000 - $[-]10,000
12,000

[S)] 58-1-501(1)(c) $[-]1500 - $[- $[-11,000 - $[-]5,000
11,000

(D] 58-1-501(1)(d) $[-1500 - $[- $[-11,000 - $[-]5,000
11,000

[3)] 58-1-501(1)(e) $[-1100 - $[- $[-12,000 - $[-]10,000
12,000

%) 58-1-501(1)(H(1)(A) $[-1500 - $[- $[-12,000 - $[-]10,000
12,000

4 58-1-501(1)(H)(1)(B) $[-1500 - $[- $[-12,000 - $[-]10,000
12,000

& 58-1-501(1)(g) $[-1500 - $[- $[-12,000 - $[-]10,000
12,000

) 58-1-501(2)(a)(i) $[-]100 - $[- $[-12,000 - $[-]10,000
12,000

{9 58-1-501(2)(a)(i1) $[-1500 - $[- $[-12,000 - $[-]10,000
12,000

b 58-1-501(2)(a)(ii1) $[-1500 - $[- $[-12,000 - §[-]10,000
12,000




a2 58-1-501(2)(a)(iv) $[-]100 - $[-]500 [ $[-]200 - $[-]1,000
a3) 58-1-501(2)(a)(v) $[-]100 - $[-]500 | $[-]200 - $[-]1,000
a4 58-1-501(2)(a)(vi) $[-]100 - $[-]500 [ $[-]200 - $[-]1,000
as) 58-1-501(2)(a)(vii) $[-]500 - $[- $[-12,000 - $[-]10,000
12,000
ae) 58-1-501(2)(a)(viii) | $[-]100 - $[-]500 | $[-]200 - $[-]1,000
a9 58-1-501(2)(a)(ix) $[-1100 - $[-]500 [ $[-]200 - $[-]1,000
as) 58-1-501(2)(a)(x) $[-]100 - $[-]500 [ $[-]200 - $[-]1,000
58-1-501(2)(a)(xi) $100 - $500 $200 - $1,000
as) 58-1-501(2)(a)(xii) $[-]100 - $[- $[-]500 - $[-]2,000
11,000
20) 58-1-501(2)(a)(xiii) | $[-]100 - $[-]500 | $[-]200 - $[-]1,000
@n 58-1- $[-]500 - $[- $[-12,000 - $[-]10,000
501(2)(a)(xiv[i])(A) | 12,000
@2) 58-1- $500 - $[-]2,000 | $[-]2,000 - $[-]10,000
501(2)(a)(xiv[#])(B)
23 58-1-501(2)(a)(x[i]v) | $[]500 - $[- $[-12,000 - $[-]10,000
12,000
JBY 58-1-501(2)(a)(xvi) | $[-]500 - $[- $[-12,000 - $[-]10,000
12,000
@s) 58-1-501(2)(a)(xvii) | $[-]500 - $[- $[-12,000 - $[-]10,000
12,000
58-1-501(2)(a)(xviii) | $100 - $500 $200 - $1,000
58-1-501.5 $[-1500 - $[- $[-12,000 - $[-]10,000
26) 12,000
R156-1-501(1) $[-1500 - $[- $[-12,500 - $[-]10,000
Jialed 12,000
R156-1-501(2) $[-]500 - $[- $[-12,500 - $[-]10,000
28) 12,000
R156-1-501(3) $[-1500 - $[- $[-12,500 - $[-]10,000
29 12,000
R156-1-501(4) $[-]500 - $[- $[-12,500 - $[-]10,000
30) 12,000
R156-1-501(5) $[-]500 - $[- $[-12,500 - $[-]10,000
an 12,000
R156-1-501(6) $[-]500 - $[- $[-]2,500 - $[-]10,000
32) 12,000
R156-1-501(7) $500 - $2.000 $2.000 - $10,000
58-17b-501(1) $[-1500 - $[- $[-15,000
33) 12,000
58-17b-501(2) $[-]1100 - $[- $[-1500 - $[-]2,000
34 11,000
58-17b-501(3)(a) $[-]500 - $[- $[-12,000 - $[-]10,000
35) 12,000




58-17b-501(3)(b)

$[]500 - S[-
12,000

$[-]2,000 - $[-]10,000

58-17b-501(4)

$[]1,000 - $[-
15,000

$[-110,000

58-17b-501(5)

$[-]200 - $[-]1,000

$[-]1100 - $[-]500

58-17b-501(6) $[-]500 - §] $[-]2,000 - $[-]10,000
12,000

58-17b-501(7) $[-]500 - $[- $[-]2,000 - $[-]10,000
12,000

58-17b-501(8) $[-]500 - $[- $[-12,500 - $[-]10,000
12,000

58-17b-501(9) $[-1500 - $[- $[-]1,500 - $[-]5,000
11,000

58-17b-501(10) $[-]500 - $[- $[-12,500 - $[-]10,000
12,000

58-17b-501(11) $[-]500 - $[- $[-12,500 - $[-]10,000
12,000

58-17b-501(12)

$[-11,000 - $[-]
5,000

$[-110,000

58-17b-501(13)

$[-]100 - $[-]500

$[-]1,000 - §[-]2,500

58-17b-502(1)(a)

$[-1500 - $[-
12,000

$[-]2,500 - $[-]10,000

58-17b-502(1)(b)

$[-]2,500 - $[-
15,000

$[-15,500 - $[-]10,000

58-17b-502(1)(c)

$[-]1,000 - $[-
15,000

$[-110,000

58-17b-502(1)(d)

$[-]500 - $[-
12,000

$[-]2,500 - $[-]10,000

58-17b-502(1)(e)

$[]1,000 - $[-
15,000

$[-110,000

58-17b-502(1)(f) $[-]500 - $[- $[-12,500 - $[-]10,000
12,000

58-17b-502(1)(g) $[-1500 - $[- $[-12,500 - $[-]10,000
12,000

58-17b-502(1)(h) $[-1100 - $[-]500 | $[-]500 - $[-]1,000

58-17b-502(1)(i) $[-]500 - $[- $[-12,000 - $[-]10,000
12,000

58-17b-502(1)(j) $[-]100 - $[-]500 [ $[-]500 - $[-]1,000

58-17b-502(1)(k)

$[-]100 -

$[-12,000 - §[-]10,000

58-17b-502(1)(1)

$[-1500 - $[-]1,000

58-17b-502(1)(m)

$[
$[
$[-]1100 - $[-]500
$[-1500 - $[-
11,000

$[-12,500 - $[-]5,000

58-17b-502(1)(n)

$[-]100 - $[-]500

$[-1500 - $[-]1,000

TER BRBE BE B E L EEEBEE BB E B OB OEE B

58-17b-502(1)(0)

$[-]100 - $[-]500

$[-1500 - $[-]1,000




58-17b-502(1)(p)

$[-12,500 - $[-

$[-]5,000 - $[-]10,000

e 15,000
63 R156-17b-502(1) $[-1250 - $[-]500 | $[-]2,000 - $[-]10,000
[ea) R156-17b-502(2)(a) $[-]250 - $[-]500 | $[-]500 - $[-]750
R156-17b-502(2)(b) $[-1500 - $[- $[-12,500 - $[-]10,000
65 12,000
e R156-17b-502(3) $[-]100 - $[-]500 | $[-]500 - $[-]1,000
“6hH R156-17b-502(4) $[-]150 - $100 $[-]200 - §[-]300
R156-17b-502([6]5) $[-1500 - $[- $[-12,000 - $[-]10,000
] 11,000
R156-17b-502([#]6) $[-1500 - $[- $[-12,000 - $[-]10,000
eata) 12,000
“H R156-17b-502([&]7) $[-]100 - $[-]250 | $[-]300 - $[-]500
) R156-17b-502(]9]8) $250 - $1,000 $[-1500 - §[-]5,000
R156-17b- $[-150 - $[-]100 $[-1250 - $[-]500
&3 502([+6]9)(a)
R156-17b- $[-1250 - $[-]500 | $[-]750 - $[-]1,000
&5 502([+6]9)(b)
R156-17b- $[-]1500 - §[- $[-12,000 - §[-]10,000
&) 502([H-])D10 12,000
R156-17b- $[-1100 - $[-]250 | $[-]500 - $[-]2,500
6} 502(1[2]1)(a)
R156-17b- $[-1250 - $[- $[-1500 - $[-]5,000
& 502(1[2]1)(b) 11,000
R156-17b- $[-150 - $[-]100 $[-1250 - $[-]500
wacs, 502(1[3]2)(a)
R156-17b- $[-1250 - $[-]500 | $[-]1,000 - $[-]2,000
&9 502(1[3]2)(b)
R156-17b- $[-1500 - $[- $[-15,000 - $[-]10,000
(a1 502(1[4]3)(a) 12,500
R156-17b- $[-12,000 per
&£H 502(1[4]3)(b) occurrence
R156-17b-502(1[5]4) | [deuble-eriginal | $2.000 - $10,000
penalty;up-to-$-
16;666]5500 -
$2,000
R156-17b-502(1[6]5) | $[-]500 - $[- $[-12,000 - $[-]10,000
12,000

R156-17b-502(1[7]6)

$[-]1,000 - $[-
15,000

$[-110,000

R156-17b-502(1[2]7)

$[-]500 - |-
12,500

$[-15,000 - $[-]10,000

R156-17b-502(1[9]8)

$[-]100 - $[-]500

$[-]200 - $[-]1,000

TEE EEE

R156-17b-

$[-]100 - $[-]500

$[-]200 - $[-]1,000




502([26]19)

88) R156-17b-502(2[1]0) | $[-]100 - $[-]500 | $[-]200 - $[-]1,000

R156-17b-502(2[2]1) | $[-]500 - $[- $[-12,000 - $[-]10,000
(89 12,000

R156-17b- $[-]100 - $[-]1300 | $[-]500 - $[-]1,000
9% 502(2[3]2)(a)

R156-17b- $[-]250 - $[-]500 | $[-]500 - $[-]1,250
() 502(2[3]2)(b)
92) R156-17b-502(2[4]3) | $[-]100 - $[-]500 | $[-]500 - $[-]1,000

R156-17b-502(2[5]4) | $[-]500 - $[- $[-]2,500 - $[-]10,000
©93) 12,000

R156-17b-502(2[6]5) | $[-]500 - $[- $[-12,500 - $[-]10,000
94 12,000

58-37-[8]304(11) $[-]1,000-$[- $[-15,000[—S$—+6.600]
953) 15,000

58-37-304(12) $100 - $500 $500 - $1,000

58-37-304(13) $500 - $2,000 $2.,500 - $5.000

58-37-304(14) $500 - $2.000 $5.000

58-37-304(15) $500 - $2,000 $5,000

R156-37-502(1)(a) $[-1500 - $[- $[-12,500 - $[-]10,000
96) 12,000

R156-37-502(1)(b) $[-]500 - $[- $[-12,500 - $[-]10,000
97 12,000

R156-37-502(2) $[-1500 - $[- $[-12,500 - $[-]10,000
98) 12,000

R156-37-502(3) $[-1500 - $[- $[-12,500 - $[-]10,000
99) 12,000

R156-37-502(4) $[-]500 - $[- $[-12,500 - $[-]10,000
[(H00x 12,000

R156-37-502(5) $[-1500 - $[- $[-12,500 - $[-]10,000
jieaces) 12,000

R156-37-502(6) $[-]500 - $[- $[-12,500 - $[-]10,000
[(62)] 12,000

R156-37-502(7) $[-]500 - $[- $[-12,500 - $[-]10,000
[(+63)] 12,000

R156-37-502(8) $[-]500 - $[- $[-12,500 - $[-]10,000
[H0D)] 12,000

R156-37-502(11) $500 - $2.000 $2.,500 - $10,000

[E65)]

Any other conduct
that constitutes

[ ]unprofessional or
[Y]unlawful conduct

$[-]100 - $[-]500

$[-1200 - $[-]1,000




R156-17b-502. Unprofessional Conduct.
Under Sections 58-1-501 and 58-17b-502, "[&]unprofessional conduct" includes:
(1) violating the American [Pharmaeeuntieal|Pharmacists Association (APhA) Code of
Ethics for Pharmacists, October 27, 1994, which is incorporated by reference;
(2) (a) failing to comply with the USP-NF <795>, if applicable to activities
performed; or
(b) failing to comply with the USP-NF <797>, if applicable to activities
performed;
(3) failing to comply with continuing education requirements;
(4) failing to provide the Division with a current mailing address within ten business
days of a change of address;
[€5)—faili el L] | . Lunder Section R 156 5]
([6]5) failing to abide by applicable federal and state law regarding the practice of
pharmacy;
([#]6) failing to comply with administrative inspections;
([8]7) failing to return a self-audit report by the deadline established by the Division;
([9]8) providing false information on a self-audit report;
([#6]19)(a) violating the laws and rules regulating operating standards in a pharmacy, as
discovered upon inspection by the Division; or
(b) after discovery upon inspection by the Division of violation of laws and rules
regulating operating standards in a pharmacy, failing to comply within the time
established by the Division;
([++]10) abandoning a pharmacy or leaving prescription drugs accessible to the public;
([+2]11)(a) as a pharmacist, practicing pharmacy with an inappropriate pharmacist to
pharmacy intern ratio under Subsection R156-17b-606(3) or pharmacist to
pharmacy technician trainee ratio under Subsection R156-17b-601(4); or
(b) as a pharmacy, practicing pharmacy with an inappropriate pharmacist to
pharmacy intern ratio under Subsection R156-17b-606(3) or pharmacist to
pharmacy technician trainee ratio under Subsection R156-17b-601(4);
([43]12)(a) as a pharmacist, allowing an unauthorized person in the pharmacy; or
(b) as a pharmacy, allowing an unauthorized person in the pharmacy;
([#4]13)(a) as a pharmacist, failing to offer to counsel a person receiving a prescription
medication; or
(b) as a pharmacy, failing to offer to counsel a person receiving a prescription
medication;
([+5]14) failing to timely pay an administrative fine;
([+6]15) failing to comply with the PIC, consulting pharmacist, RDPIC or DMPIC
standards under Section R156-17b-603;
([+#]16) failing to adhere to institutional policies and procedures related to technician
checking of medications when technician checking is utilized;
([+8]17) failing to take appropriate steps to avoid or resolve identified drug therapy
management problems under Subsection R156-17b-611(3);
([#9]18) dispensing medication that has been discontinued by the FDA;
([26]19) failing to keep or report accurate records of training hours;




([2+]20) failing to provide consulting pharmacist, designated representative, responsible
[party|individual, PIC, RDPIC, or DMPIC information to the Division within 30 days of a
change in consulting pharmacist, designated representative, responsible [party|individual, PIC,
RDPIC or DMPIC;

([22]21) requiring a pharmacy, pharmacist, or DMP to operate the pharmacy or allow the
operation of the pharmacy with a ratio of supervising 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;

([23]22)(a) as a pharmacist, failing under Subsection R156-17b-603([3]2)([t]b) to notify
the Division within seven calendar days of a change in the email address
designated for use in self-audits or pharmacy alerts; or
(b) as a pharmacy, failing under Subsection R156-17b-603(2)(b) to notify the
Division within seven calendar days of a change in the email address designated
for use in self-audits or pharmacy alerts;

([24]23) 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 under Section R156-17b-622;

([25]24) failing to make a timely report regarding dispensing of an opiate antagonist to
the Division and to the physician who issued the standing order, under Section R156-17b-625;
and

([26]25) failing to comply with the operating standards for a remote dispensing
pharmacy under Section R156-17b-614g.

R156-17b-601. Operating Standards - Pharmacy Technician and Pharmacy Technician
Trainee.
Under Subsection 58-17b-102(57), this section defines practice as a licensed pharmacy
technician.
(1) A pharmacy technician may perform any task associated with the physical
preparation and processing of prescription and medication orders, including:
(a) receiving written prescriptions;
(b) taking refill orders, including refill authorizations;
(c) entering and retrieving information into and from a database or patient
profile;
(d) preparing labels;
(e) retrieving medications from inventory;
(f) counting and pouring into containers;
(g) placing medications into patient storage containers;
(h) affixing labels;
(1) compounding;
(j) counseling for over-the-counter drugs and dietary supplements under the
direction of the supervising pharmacist;
(k) receiving new prescription drug orders when communicating telephonically
or electronically, if the original information is recorded so the pharmacist may
review the prescription drug order as transmitted, including accepting new
prescription drug orders saved on voicemail for a pharmacist to review;



(1) transferring prescriptions under [SubseetionsS5817b-604(4H(a);|Sections 58-
17b-604[5] and R156-17b-612;

(m) 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 fill,
crash cart medication tray, or unit dosing from a prepared stock bottle, in
accordance with the following operating standards:
(i) atechnician authorized by a hospital to check medications shall have
at least:
(A) one year of experience working as a pharmacy technician; and
(B) six months of experience at the hospital where the technician
1s authorized to check medications;
(i1) atechnician may 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, such as barcode scanning, drug identification automation,
checklists, or visual aids;
(ii1) a hospital that authorizes technicians to check medications shall:
(A) have a training program and ongoing competency assessment
that is documented and retrievable during each technician's
employment and at least three years beyond employment;
(B) maintain a list of technicians on staff [that|who are allowed to
check medications;
(C) have a medication error reporting system and be able to
produce documentation of its use;
(D) have a supervising pharmacist immediately available during
times [that|when a pharmacy technician is checking medications;
and
(E) have comprehensive policies and procedures that guide
technician checking [that]and include the following:
(I) process for technician training and ongoing competency
assessment and documentation;
(IT) process for supervising technicians who check
medications;
(I1T) list of medications, or types of medications, that may
[ermaynet |be checked by a technician;
(IV) description of the automation or technology [te-be
wtilized|used by the institution to augment the technician
check;
(V) process for maintaining a permanent log of the unique
initials or identification codes that identify each technician
responsible for checked medications by name; and
(VI) description of processes used to track and respond to
medication errors; and
(n) additional tasks not requiring the judgment of a pharmacist.



(2) A pharmacy technician may not:

(a) receive a new prescription or medication order, except as described in
Subsection (1)(k);

(b) clarify a prescription or medication order from a prescriber;

(c) perform a drug utilization review;

(d) perform final review of a prescribed drug prepared for dispensing;

(e) dispense a drug; or

(f) counsel a patient [with-respeetto]about a prescription drug.

(3) A pharmacy technician may administer vaccines and emergency medications
pursuant to delegation by a pharmacist under the Utah Guidance for Vaccine Prescription and
Administration[-Preteeel], if the pharmacy technician:

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

(b) is under direct, on-site supervision by the delegating pharmacist as defined in
Subsection R156-1-102a(1)(a); and

(c) for each renewal cycle after the initial training, has completed a minimum of
two hours of continuing education in immunization or vaccine-related topics in
accordance with Section R156-17b-309.

(4) A pharmacy technician trainee:

(a) shall practice only under the direct supervision of a pharmacist, and in a ratio
not to exceed:
(1) one pharmacy technician trainee to one pharmacist; or
(i1) two pharmacy technician trainees to one pharmacist, if a licensed
pharmacy technician or intern is working during the same shift; and
(b) may perform any task in Subsection (1), except performing checks of certain
medications prepared for distribution, filled or prepared by a technician within a
Class B hospital pharmacy as described in Subsection (1)(m).

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

Under Section R156-17b-6006, [A]a pharmacy intern may provide services including the
practice of pharmacy under the supervision of a pharmacist preceptor|--acecordance-with-
e e e B

R156-17b-603. Operating Standards - Consulting Pharmacist, Pharmacist-In-Charge,
Remote Dispensing Pharmacist-in-Charge, or Dispensing-Medical-Practitioner-In-Charge.
Under Subsection 58-17b-601(1) and Section 58-17b-612, the duties of the consulting
pharmacist, PIC, RDPIC, and DMPIC are established in this section.
(1) The consulting pharmacist, PIC, RDPIC, or DMPIC shall: [have-theresponsibility-te|
(a) oversee the operation of the pharmacy [#ecenformance-with-laws-andrules
pertinent-to-the practice-of pharmaey-|and the distribution of drugs, durable

medical equipment, and medical supplies;[—Fhe-consultine pharmaeist PIC
e aad
(b) be personally in full and actual charge of the pharmacy]|-].




(c) ensure that a pharmacist, pharmacy intern, DMP. or DMP designee dispenses
drugs or devices, including:

(1) packaging, preparation, compounding, and labeling; and

(i1) ensuring that drugs are dispensed safely and accurately as prescribed;
(d) ensure pharmacy personnel deliver drugs to the patient or the patient’s agent
safely and accurately as prescribed;
(e) ensure that a pharmacist, pharmacy intern, or DMP communicates to the
patient or the patient’s agent, at their request, information concerning any
prescription drugs dispensed to the patient by the pharmacist, pharmacy intern, or
DMP;
(f) ensure that a reasonable effort is made to obtain, record, and maintain patient
medication records;
(2) educate and train pharmacy personnel;
(h) establish policies for procurement of prescription drugs and devices and other
products dispensed from the pharmacy:
(1) dispose and distribute drugs from the pharmacy;
(1) bulk compound drugs:
(k) ensure appropriate storage of materials, including drugs, chemicals, and
biologicals;
() maintain records of transactions of the pharmacy necessary to maintain
accurate control over and accountability for pharmaceutical materials;
(m) establish and maintain effective controls against theft or diversion of
prescription drugs and records for the prescription drugs;
(n) if records are kept on a data processing system, maintain records stored in that

system in compliance with pharmacy requirements;
(0) legally operate the pharmacy:;
(p) if permitted to use an automated pharmacy system for dispensing purposes
under Section R156-17b-620:
(1)_ensure that the system is in good working order and accurately
dispenses the correct strength, dosage form, and quantity of the drug
prescribed while maintaining appropriate recordkeeping and security
safeguards; and
(i1) implement an ongoing quality assurance program that monitors
performance of the automated pharmacy system, which is evidenced by
written policies and procedures developed for pharmaceutical care;
(q) ensure that relevant information is submitted to the Controlled Substance
Database in the appropriate format and in a timely manner;
(r) ensure pharmacy personnel have the appropriate licensure;
(s) ensure the pharmacy operates with a ratio of pharmacist or DMP to other
pharmacy personnel sufficient to prevent circumstances that result in, or would
reasonably be expected to result in, an unreasonable risk of harm to public health,
safety, and welfare;
(t) _ensure the consulting pharmacist, PIC, RDPIC, or DMPIC assigned to the
pharmacy is recorded with the Division on a form provided by the Division, and




that the Division is notified of a change in consulting pharmacist, PIC, RDPIC, or
DMPIC within 30 days of the change; and
(u) under Subsection 58-17b-103(1), conduct a pharmacy self-audit on a form
provided by the Division according to the following timeframes:
(1) within 30 days of a change of consulting pharmacist, PIC, DMPIC, or
RDPIC;
(i1) within 30 days of the opening of a new facility; and
(111) at least 90 days before the end of each renewal cycle: and
(v) maintain each pharmacy self-audit form for two vears from the date
of the self-audit.

(2) (a) [In-aececordanece-with|Under Subsections 58-17b-103(1) and 58-17b-601(1), [a
untque-ematl-addressshall-be-established-by-|the consulting pharmacist, PIC, RDPIC, DMPIC,
or responsible [party|individual for the pharmacy shall establish a unique email address to be
used for self-audits or pharmacy alerts initiated by the Division.

(b) The consulting pharmacist, PIC, RDPIC, DMPIC, or responsible
[party|individual shall:
(1) notify the Division of the pharmacy's email address in the initial
application for licensure;
(i1) use a single email address; and
(ii1) notify the Division of a change in the email address within seven
calendar days of the change[:].







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

Under Subsections 58-17b-601(1) and 58-17b-614(1)(a)(1), the requirements for closing a
pharmacy are established in this section.

(1) The consulting pharmacist, DR, [R]responsible [party|individual, PIC, RDPIC, or
DMPIC of the registered pharmacy shall:

(a) comply with 21 CFR 1301.52 (2021) and 21 CFR 1305.18 and 1305.19
(2021)[+]: and

(b) submit a written report to the Division in accordance with Subsection 58-17b-
614(1).

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

(a) the date of closing; 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 consulting pharmacist, PIC, RDPIC, or DMPIC shall
remove prescription drugs from the pharmacy by [ene-era-combination|any of the following
methods:

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

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

(4) If the pharmacy dispenses prescription drug orders, the consulting pharmacist, PIC,
RDPIC, or DMPIC shall:

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

(b) move signs or notify the landlord or owner of 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 mislead the public that a pharmacy is located at this address, unless the use is
permitted under the exception defined in Subsection R156-17b-102(72).

(5) Within ten days of the closing of the pharmacy, the pharmacy owner, consulting
pharmacist, DR, [R]responsible [Party|individual, PIC, RDPIC, or DMPIC shall forward to the
Division a surrender notice, on a form provided by the Division, [efthe-elosing-|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:
(1) that an inventory as specified in Subsection R156-17b-605(4) has been
conducted; and




(i1) the [mannerin-which]|method used to transfer or dispose of the legend
drugs and controlled substances possessed by the pharmacy[-were
transferred-or-dispesed]; and

(d) if the pharmacy dispenses prescription drug orders, the name and
address of the pharmacy to which the prescription drug orders, including
refill 1nformat10n and patrent medication records were transferred

ection ; ; he R A he FRstaRee .]Ifthe consultmg
pharmacrst DR respons1ble individual, PIC RDPIC or DMPIC cannot provrde notification at

least 10 business days prior to the closing due to an emergency circumstance, such as fire,
destruction, natural disaster, death, property seizure, eviction, or bankruptcy, they shall comply
with Subsection (1) as far in advance of the closing as allowed by the circumstances.

(7) If the consulting pharmacist, DR, [R|responsible [Party|individual, PIC, RDPIC, or
DMPIC is not available to comply with the requirements of this section, the owner or legal
representative shall be responsible for compliance with this section.

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

R156-17b-60S. Operating Standards - Inventory Requirements.

Under Subsection 58-17b-601(1), the requirements for inventory of a pharmacy are
established in this section.

(1) Authorized personnel shall remove out-of-date legend drugs and controlled
substances from the inventory at regular intervals and [in-eerrelation|according to the beyond use
date imprinted on the label.

(2) General requirements for inventory of a pharmacy [shal-|include the following:

(a) the consulting pharmacist, PIC, RDPIC, or DMPIC shall be responsible for
taking required inventories, but may delegate the performance of the inventory to
another person;
(b) the inventory records shall be:
(1) maintained for a period of five years;[-and-be-|
(i1) readily available for inspection;
[(e)—the-inventoryrecordsshall-be-|(ii1) filed separately from all other

records; and
[€)—theinventoryrecords-shal-be-](iv) in a written, typewritten, or
printed form and include each stock of controlled substances on hand on
the date of the inventory, including any [thatare-|out-of-date drugs and
drugs in automated pharmacy systems;
([e]c) an inventory taken by use of a verbal recording device shall be promptly
transcribed;




([#]d) the inventory may be taken either at[s] the opening of the business or the
close of business on the inventory date;

([g]e) the [perser]individual taking the inventory and the consulting pharmacist,
PIC, RDPIC, or DMPIC shall state the time the inventory was taken and shall sign
and date the inventory with the date the inventory was taken;

([&]f) the signature of the consulting pharmacist, PIC, RDPIC, or DMPIC and the
date of the inventory shall be documented within 72 hours or three working days
of [the]a completed initial, annual, change of ownership, [and]or closing
inventory;

([#]g) the [persen]individual taking the inventory shall make an exact count or
measure of Schedule I or II controlled substances[-tistedn-Schedule LorH];
([#]h) the [perser]individual taking the inventory shall make an estimated count
or measure of Schedule I1I, IV, or V controlled substances, but if the container
holds more than 1,000 tablets or capsules, an exact count of the contents shall be
made;

([k]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;
and

([}]1) if the pharmacy maintains a perpetual inventory of any of the drugs required
to be inventoried, the perpetual inventory shall be reconciled on the date of the
inventory.

(3) Requirements for taking the initial controlled substances inventory shall include the

following:

(a) pharmacies having stock of controlled substances shall take an inventory,

including out-of-date drugs and drugs in automated pharmacy systems, on the

opening day of business;

(b) (1) if a pharmacy commences business with no Schedule I or II controlled
substances, the pharmacy shall record this fact as the initial inventory; and
(i1) if a pharmacy commences business with no Schedule III, IV, and V
controlled substances, the pharmacy shall document Schedule I and 11
controlled substance inventory separately from an inventory reporting no
Schedule II1, IV, and V controlled substances;

(c) 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 closing pharmacies, each pharmacy shall:
(1) conduct a separate closing pharmacy inventory of controlled
substances on the date of closure; and
(i) conduct a combined opening inventory of controlled substances for
the new pharmacy before opening.

(4) [Reguirementfor-|Each annual controlled substances inventory:

(a) shall be within 12 months following the inventory date of each year:|an€|
(b) may be taken within four days of the specified inventory date; and

(c) shall include stocks including out-of-date drugs and drugs in automated
pharmacy systems.

(5) Requirements for a qualifying change of ownership shall include the following:



(a) the pharmaceutical facility shall take an inventory of legend drugs and

controlled substances, including out-of-date drugs and drugs in automated

pharmacy systems, on the date of the qualifying change of ownership;

(b) such inventory shall constitute the closing inventory for the seller and the

initial inventory for the buyer; and

(c) any transfer of Schedule I and II controlled substances shall [reguire-the-Juse

[ef]official DEA order form 222.

(6) A pharmacy shall maintain a perpetual inventory of Schedule II controlled substances

that shall be reconciled according to facility policy.

R156-17b-608. Delivery Via United States Postal Service, Licensed Common Carrier, or
Supportive Personnel.

(1) Under Subsection 58-17b-601(1), a[A] pharmacy that employs the United States
Postal Service, common carrier, or supportive personnel to deliver a filled prescription to a
patient shall:

(a) use adequate storage or shipping containers and shipping processes to ensure
drug stability and potency and appropriate storage temperatures throughout
delivery with packaging material and devices recommended by the manufacturer
or the United States Pharmacopeia Chapter 1079;

(b) use shipping containers sealed in a manner to detect evidence of opening or
tampering;

(c) have policies and procedures to ensure accountability, safe delivery, and
compliance with temperature requirements, including when drugs do not arrive on
time or there is evidence that the integrity of a drug was compromised and
providing for the replacement of those drugs;

(d) provide for an electronic, telephonic, or written communication mechanism to
offer counseling to the patient in accordance with Sections 58-17b-613 and R156-
17b-610; and

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

(2) Under Subsection 58-17b-503(2)(c)(iii), to determine that a drug has not been
adversely affected by the drug's attempted delivery and return, before the drug is redistributed
the pharmacist at the pharmacy shall:

(a) verify that the drug was returned to the original pharmacy within 14 days of
the shipped date;

(b) determine in the pharmacist's clinical judgment that the drug's integrity is
intact and the security of the drug packaging has not been compromised; and

(c) if the drug is a controlled substance, correct the report to the Controlled
Substance Database.

R156-17b-609. Operating Standards - Medication Profile System.
[I-aeecordanee-with|Under Subsections 58-17b-601(1) and 58-17b-604(1), the following
operating standards shall apply with respect to medication profile systems:



record-]A pharmacy dispensing to patients on a recurring basis shall maintain patient profiles for

at least one year after the most recent prescription fill or refill.
(2) A hospital pharmacy may delete a patient profile for an inpatient upon discharge if a
record of prescriptions is maintained as part of the hospital record.
(3) A responsible pharmacist or DMP at the pharmacy shall determine the information
included in a patient profile, but shall include at least the following patient information:
(a) first and last name;
(b) address;
(c) telephone number;
(d) date of birth or age;
(e) gender;
(f) patient history where significant, including known allergies and drug
reactions;
(2) alist of any prescription drugs obtained by the patient at the pharmacy,
including:
(1) name of the prescription drug:
(i1) strength of the prescription drug;
(111) quantity dispensed;:
(iv) date of filling or refilling; and
(v) charge for the prescription drug as dispensed to the patient; and
(h) any additional comments relevant to the patient’s drug use.

([3]4) Patient medication profile information shall be recorded by a pharmacist,
pharmacy intern, pharmacy technician, pharmacy technician trainee, or DMP designee.

R156-17b-610. Operating Standards - Patient Counseling.
Under Subsection 58-17b-601(1) and Section 58-17b-613, this section establishes
guidelines for providing patient counseling.



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

(b) Counseling may be provided through a telepharmacy system.

(2) A pharmacy facility shall verbally offer the patient or patient's agent counseling as
described in Subsection (1)[;] but is not required to provide counseling to a patient or patient's
agent who refuses 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;
(c) the intended use of the drug, when known, and expected action;

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

(e) any common severe side or adverse effects or interactions and therapeutic
contraindications that may be encountered, including their avoidance, and the
action required if they occur;

() the techniques for self-monitoring drug therapy;

(g) the proper storage;

(h) the prescription refill information;

(1) any action to be taken in the event of a missed dose;

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

(k) JHhedbrestior e bieltbe procer o bondd pes be ales o e o [the
beyond-[-]use date.

(4)[€2}] The offer to counsel shall be documented and such documentation shall be
maintained for five years, available for inspection upon Division request within seven to ten

business days.

(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, [ex]the patient's agent, or other
designated location:

(a) the pharmacy shall provide for an electronic, telephonic, or written communication

mechanism to deliver the counseling information in Subsection (3)[-shall-be-delivered-

i the di i VTN iting];

(b) the information under Subsection (6)(a) shall be in a form similar to USP-NF patient

information monographs or equivalent information; and

([b]c) if prescriptions are routinely delivered outside the area covered by the pharmacy's
local telephone 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 "[Wxitten+|Information about this prescription has been provided for you. Please read
this information before you take this medication. If you have questions concerning this




prescription, a pharmacist is available during normal business hours to answer these questions."[:

i ]
(7) Patient counseling is not required for patients of a hospital or institution where:
(a) other licensed health care professionals are authorized to administer the
patient's drugs|-]; or
(b) anvy unused portion of facility-provided medication is offered to the patient
in accordance with Section 26B-4-517.
(8) A pharmacist or pharmacy intern who dispenses a self-administered hormonal
contraceptive shall:
(a) obtain a completed Utah Hormonal Contraceptive Self-Screening Risk
Assessment Questionnaire which can be found on the Division's website at
https://[dept|commerce.utah.gov/dopl/pharmacy/resources/; and
(b) provide any other written information and counseling as described in Section
26B-4-506.

R156-17b-610.6. Hospital Pharmacy Dispensing Prescription Drugs to Patients at
Discharge to Meet a Patient's Immediate Needs.

[In-aeeordaneewith|Under Section 58-17b-610.6, the guidelines for a hospital pharmacy
to dispense to an individual who is no longer a patient, on the day discharged from the hospital
setting, are established in this section.



(1) [F]In addition to the requirements of Subsection 58-17b-610.6(2), the prescription
drug shall be dispensed:

(a) during regular inpatient hospital pharmacy hours, by a pharmacist; or
(b) outside of regular inpatient hospital pharmacy hours, by the prescribing
practitioner using an appropriately labeled pre-packaged drug.

(2) Labeling for a prescription under Section 58-17b-610.6 shall at a minimum include:

(a) prescribing practitioner's name, facility name, and telephone number;
(b) patient's name;

(c) name and strength of medication;

(d) date given;

(e) instructions for use; and

(f) beyond use date.

(3) To meet a patient's immediate needs, the prescribing practitioner may provide up to a
three-day emergency supply, which is properly labeled according to Subsection R156-17b-
610.6(2).

([3]4) Applicable data of controlled substances dispensed shall be reported to the Utah
Controlled Substance Database.

R156-17b-610.7. Partial Filling of a Schedule II Controlled Substance Prescription.

[raceordaneewith|(1) Under Section 58-17b-610.7(3), a pharmacy that partially fills a
prescription for a Schedule II controlled substance shall specify by prescription number for each
partial fill the:

(a) date;

(b) quantity supplied; and

(c) quantity remaining of the prescription partially filled.

R156-17b-611. Operating Standards - Drug Therapy Management.

(1) [Iraeecordancewith|Under Subsections 58-17b-102(17) and 58-17b-601(1),
decisions involving drug therapy management shall be made in the best interest of the patient.
Drug therapy management may include:

(a) implementing, modifying, and managing drug therapy according to the terms

of the Collaborative Pharmacy Practice Agreement;

(b) collecting and reviewing patient histories;

(c) obtaining and checking vital signs, including pulse, temperature, blood

pressure, and respiration;

(d) ordering and evaluating the results of laboratory tests directly applicable to

the drug therapy, when performed [#-aeecordaneewith|according to approved

protocols applicable to the practice setting; and

(e) s&eh—]other patlent care services [as—ma{yLbe ]allowed by rule.

. g t ateness—a|A pharmacist engaging

in drug therapy management shall, at the time of dlspensmg a prescription[;] or a prescription
drug order, review the patient's medication record[—Sueh+reviewshall-at-a-minimwm| and

identify any clinically significant conditions, situations, or items, such as:




(a) inappropriate drug utilization;

(b) therapeutic duplication;

(c) drug-disease contraindications;

(d) drug-drug interactions;

(e) incorrect drug dosage or duration of drug treatment;

(f) drug-allergy interactions; and

(g) clinical abuse or misuse.

(3) Upon identifying any clinically significant conditions, situations, or items listed in

Subsection (2)[-abeve], the pharmacist shall take appropriate steps to avoid or resolve the
problem including consultation with the prescribing practitioner.

R156-17b-612. Operating Standards - Prescriptions.

[fn-aecordaneewith|Under Subsection 58-17b-601(1), the following shall apply to
prescriptions:

(1) Prescription orders for controlled substances including prescription transfers shall be
handled in accordance with 21 CFR 1306.25 (2021).

(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 practitioner's specific instruction and
authorization, may be accepted by a pharmacist, pharmacy intern, pharmacy technician,
pharmacy technician trainee, DMP, or DMP designee.

(4) [Inaeeordancewath|Under Sections 58-17b-609 and 58-17b-611, prescription files,
including refill information, shall be maintained for a minimum of five years and shall be
immediately retrievable in written or electronic format.

(5) [Inaeecerdanee-with|Under Section 58-17b-604, prescriptions for legend drugs
[having|that have a remaining authorization for refill may be transferred from the pharmacy
holding the prescription to another pharmacy upon the authorization of the patient to whom the
prescription was issued, including electronic authorization under Subsection R156-17b-613(9).

(6) Under Section 58-17b-604., prescriptions for legend drugs that have a remaining
authorization for refill may be transferred by a:

(a) [the]| pharmacist([s];
(b) pharmacy intern[;];
(c) pharmacy technician, at the discretion of the pharmacist on duty/[;]; or

(_)_DMP at the pharmacy holdlng the prescr1pt1on[—te)—a—19lﬁh"ﬂcme}ersfc—pheuamateyL

’

(@A) (a) The transferring pharmacist, pharmacy intern, or DMP and receiving
pharmacist, pharmacy intern, or DMP shall:
(1) act diligently to ensure that the total number of authorized refills is not

exceeded;| —Fhetetlosinesdditionalemmnnopbe o el o e Lo |



([a]i1) ensure the transfer [shall-be]is communicated directly between
pharmacists, pharmacy interns, pharmacy technicians, or DMPs or as
authorized under Subsection R156-17b-613(9);
([®6]iil)) maintain both the original and the transferred prescription drug
orders [shall-be-maintained |for [a-period-of |five years from the date of
the last refill;
([e]b) the pharmacist, pharmacy intern, or DMP transferring the prescription drug
order shall void the prescription electronically or write void or transfer on the face
of the invalidated prescription [manualy];
([¢]c) the pharmacist, pharmacy intern, or DMP receiving the transferred
prescription drug order shall:
(1) indicate on the prescription record [that|whether 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, if
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 refills remaining and the date of last refill, if
applicable;
(D) [the-]lname and address of the pharmacy and the name of the
pharmacist, pharmacy intern, pharmacy technician, or DMP [te

whem-stchpreseriptionis-transferred|who received the
prescription; and
(E) [the-]lname of the pharmacist, pharmacy intern, or DMP
[transferring|who transferred the prescription[-drug-erder
b
([e]d) the data processing system shall have a mechanism to prohibit the transfer
or refilling of legend drugs or controlled substance prescription drug orders that
have been previously transferred; and
([f]e) a pharmacist, pharmacy intern, pharmacy technician, or DMP may not
refuse to transfer original prescription information to another pharmacist,
pharmacy intern, pharmacy technician, or DMP who is acting on behalf of a

paticnt| e o mrnlome apecne Ul the e lommpation e peeiled n
Sepbesciion e b setiog

([6]8) 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.

([#]19) Refills may be dispensed only in accordance with the prescriber's authorization as
indicated on the original prescription drug order.

([8]10) Additional authorization from the prescribing practitioner shall be obtained prior
to dispensing any refills if:

(a) there are no refill instructions on the original prescription drug order; or




(b) refills authorized on the original prescription drug order have been dispensed.

([9]11) Refills of prescription drug orders for legend drugs may not be refilled after
[ere]two years from the date of issuance of the original prescription drug order without obtaining
authorization from the prescribing practitioner prior to dispensing any additional quantities of the
drug.

([#8]12) Refills of prescription drug orders for controlled substances shall be done in
accordance with Subsections 58-37-[6(H]304(6).

([++]13) A pharmacist or DMP may exercise professional judgment in refilling a
prescription drug order for a drug|;-etherthan-a-Sehedule H-eontroHed substanee;| without the
authorization of the prescribing practitioner, if:

(a) the drug is not a controlled substance unless permitted under 21 C.F.R.
1306.22;
([2]b) the quantity of prescription drug dispensed does not exceed a 72-hour
supply, unless the packaging is in a great quantity;
([b]c) failure to refill the prescription might result in an interruption of a
therapeutic regimen or create patient suffering;
([e]d) either:
(1) anatural 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 documented and the documentation
available to the Division upon request;
([é]e) if the prescription was originally filled at another pharmacy:
(1) the patient has the prescription container label, receipt, or other
documentation from the other pharmacy [thateentains|containing the
essential information; and
(i1) after a reasonable effort, the pharmacist or DMP is unable to contact
the other pharmacy to transfer the remaining prescription refills or there
are no refills remaining on the prescription; and
([e]f) the pharmacist or DMP:
(1) informs the patient or patient's agent at the time of dispensing that the
refill is being provided without practitioner authorization, and that
authorization is required for future refills;
(i1) informs the practitioner of the emergency refill at the earliest
reasonable time;
(i11) maintains a record of the emergency refill containing the required
information [required-to-be-maintained-|on a prescription as specified in
this subsection; and
(iv) affixes a label to the dispensing container as specified in Section 58-
17b-602.

([#2]14) The address specified in Subsection 58-17b-602(1)(b) shall be a physical

address, not a post office box.




([#3]15) [Inaceordance-with|Under Subsection 58-37-[6(He}]304(5), a prescription
may not be written, issued, filled, or dispensed for a Schedule I controlled substance unless:

(a) the person who writes the prescription is licensed to prescribe Schedule I
controlled substances; and
(b) the prescribed controlled substance is to be used in research.

([#4]16) A pharmacist or pharmacy intern may dispense an emergency refill prescription
for a drug a patient is currently using and on file with the pharmacy, other than a controlled
substance, without the prescribing practitioner's authorization if they are not available promptly,
in accordance with Section 58-17b-608, for the lesser of:

(a) a 30[-]-day supply with the prescribing practitioner’s instructions; or
(b) the quantity last dispensed at the pharmacy pursuant to the prescription as
either a fill or a refill.

R156-17b-612a. Operating Standards - Prescription Devices.
(1) [Inaeecerdanee-with|Under Subsection[s] 58-17b-601(1) and Sections 58-17b-610.8_
and 58-17b-627, the operating standards for prescription devices are established in this section.
(2) The prescribing practitioner identified on the prescription document under
Subsection 58-17b-610.8(1) is the prescriber for the prescription device described in Subsection
58-17b-610.8([3]4).
(3) The pharmacist or pharmacy intern dispensing the prescription device in accordance
with Subsection 58-17b-610.8(1)(b) shall determine the following:
(a) an appropriate dispense quantity;
(b) directions for device use; and
(c) refill.
(4) Each prescription device dispensed by a pharmacist or pharmacy intern shall be_

dispensedf:

————(a)dispensed-|in accordance with Subsections 58-17b-602(1)(a) through (e) and
Section 58-17b-609[+and

— (b)-dispensed| from a Class A or Class B pharmacy.

(%) (a) Notice of the prescription device dispense shall be conveyed to the
prescribing practitioner in writing, by electronic transmission, or by telephone within five
business days following the prescription device dispense.

(b) The prescription device dispense notice shall include the following:
(1) pharmacy name;
(i) pharmacy phone number;
(111) patient name;
(iv) dispensed quantity;
(v) directions for use; and
(vi) refill.

R156-17b-612b. Operating Standards - Insulin Prescription and Diabetes Supplies.
(1) Under Subsection 58-17b-601(1) and Section 58-17b-608.2, the operating standards
for dispensing an exhausted prescription for insulin are as follows:



(a) Under Subsection 58-17b-608.2(3), [arefitlfor |an exhausted prescription in
an amount up to a supply for 60 days may be refilled for the nearest available
package size.
(b) The pharmacist [whe-dispenses|dispensing a refill of an exhausted
prescription of insulin shall obtain:

(1) the prescribing information for the insulin;

(i1) prescription directions; and

(ii1) other documentation based on the pharmacist's clinical judgment.
(c) The pharmacist shall document the following on the exhausted prescription
refill hard copy or in the medication profile system:

(1) the information described in Subsection (1)(b);

(i1) the method of the attempt [underSubseetion581+7b-6082(5)}a)-|to

contact the patient's prescribing practitioner under Subsections 58-17b-
608.2(5)(a); and
(i11) the method of the notification to the patient under Subsection 58-17b-
608.2(5)(b) regarding the outcome of the attempt to contact the
prescribing practitioner.
(d) An exhausted prescription refill label shall state "exhausted prescription."
(2) Under Subsection 58-17b-608.2(7)(f), a pharmacist may dispense a therapeutic
equivalent when filling a prescription for supplies for treating diabetes that are listed in the Utah
Guidance for Diabetic Therapeutic Equivalents posted on the Division's website at

https://[dept|commerce.utah.gov/dopl/pharmacy/resources/.

R156-17b-612¢c. Operating Standards -- Therapeutically Similar Drug Products.
(1) Under Subsection 58-17b-605(9)(a), [T]the Division shall maintain the

Therapeutically Similar Drug List posted [list-eftherapeuticallysimilar-drog produets under

Subseetion-58—17b-605(9)a)-|on the Division's website at
https://[dept|commerce.utah.gov/dopl/pharmacy/resources/.

(2) The Division may not add or remove a therapeutically similar drug product from the
list without specific resolutions, passed by both the Board and the Medical Licensing Board,
stating that they do not object to the addition or removal of the therapeutically similar drug.

R156-17b-613. Operating Standards - Issuing Prescription Orders by Electronic Means.

[lacecordanee-with|Under Subsections 58-17b-102(29), 58-17b-102(30), and 58-17b-
602(1) and Rules R156-1 and R156-37, [and-Subseetions 5817b102(29)-5817b102(30); 58~
+76-602(1)-|prescription orders may be issued by electronic means of communication according
to the following standards:

(1) Prescription orders for Schedule II [-|through V controlled substances received by
electronic communication shall be handled according to 21 CFR 1304.06 (2021).

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

(a) Electronically transmitted prescription orders shall include the following:




(1) information that is required to be contained in a prescription order
pursuant to Section 58-17b-602;
(i1) the time and date of the transmission, and if a facsimile transmission,
the electronically encoded date, time, and fax number of the sender; and
(ii1) the name of the pharmacy intended to receive the transmission.
(b) A prescription order shall be transmitted under the direct supervision of the
prescribing practitioner or the prescribing practitioner's designated agent.
(c) The pharmacist or DMP shall exercise professional judgment regarding the
accuracy and authenticity of the transmitted prescription.
(d) A practitioner or the practitioner's agent shall provide voice verification when
requested by the pharmacist receiving a [medieation|prescription order.
(e) The pharmacist, pharmacy intern, pharmacy technician at the discretion of the
pharmacist on duty, or DMP shall:
(1) [assure]ensure that each electronically transferred prescription order is
valid; and
(i1) [shaH-]authenticate a prescription order issued by a prescribing
practitioner that has been transmitted to the dispensing pharmacy before
filling it[5] whenever there is a question_about the prescription order.

(H[(#)] A practitioner may authorize an agent to electronically transmit a
prescription if the agent's identifying information is on the transmission.
([#]g) The practitioner's electronic signature, or other secure method of
validation, shall be provided with the electronic prescription.
(3) [a]An electronically transmitted prescription order that meets the requirements of
Subsection (2) shall be the 0r1g1na1 prescrlptlon

(614 The pharmacist or DMP shall retain a legible 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.[—Fheprinted-copyshall-be-ofnontadinslesibiity-|

(5) An agreement between a prescribing practitioner and a pharmacy may not require
that prescription orders be transmitted by electronic means from the prescribing practitioner only
to that pharmacy.

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

(7) Wholesalers, distributors, manufacturers, pharmacists, and pharmacies may not
supply electronlc equlpment to a prescrlber for transmlttlng prescrlptlon orders

([9]8) Prescription orders electronically transmitted to the pharmacy by the patient may
not be filled or dispensed.



([#8]9) A prescription order for a legend drug or controlled substance in Schedule I1I
through V may be transferred up to the maximum refills permitted in accordance with 21 CFR
1306.22 (2021) or by the prescriber by electronic transmission, if:

(a) the pharmacies share a real-time, online database;
(b) the information required to be on the transferred prescription has the same
information described in Subsection R156-17b-612([5]7)[{a)threugh(H]; and
(c) pharmacists, pharmacy interns, pharmacy technicians, [e+|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;

(i1) the unique identification number of the prescription drug order

transferred;

(i11) the name of the pharmacy to which it was transferred; and

(iv) the date and time of the transfer.

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

R156-17b-614a. Operating Standards - Class A or Class B Pharmacy - General Operating
Standards.

[H-aeeordanee-with|Under Subsection 58-17b-601(1), the following operating standards
apply to Class A and Class B pharmacies|;] and may be supplemented or amended by additional
standards in this rule applicable to specific types of Class A and B pharmacies.

(1) [Fhegeneral-operatingstandardsinelude]A facility shall:

(a) [Afaeihityrshall |be well-lit[ lighted]|, well ventilated, clean, and sanitary|-];
(b) [Afaeility-that |if the facility transfers a drug from a manufacturer's or

distributor's original container to another container, [shall-|have a sink
with hot and cold culinary water separate [ard-apart-|from restroom facilities and
any clean rooms where sterile products are prepared {—"Ph-lﬁ—Si—HH%é]-ﬂ-Hﬁ%Fﬁ%ﬂ%
Chonet ssheie 60 m
s hw&s%ﬂes—er—ﬂeer—ér&i—ns—}
(c) maintain [R]required equipment [shal-be]in clean and [#-]good operating
condition;|-]
(d) [Afaeilityshal |be equipped to store prescription drugs and durable medical
equipment:
(i) in an orderly manner that permits clear identification, separation, and
easy retrieval of products; and
(i1) in an environment necessary to maintain the integrity of the product
inventory:|:|
(e) [Atfaethityshall |be equipped to permit practice within the standards and
ethics of the profession as dictated by the [usual-and-erdinary |scope of practice
conducted within that facility;|-]




(f) [Afaethityshall |be stocked with the quality and quantity of product necessary
[for-thefaetity [to meet its scope of practice in a manner consistent with [the-]
public safety:|-]
(g) [A]if the facility [that-]dispenses controlled substances, [shal-|be equipped
with a security system that:
(1) [permits-deteetionof]|detects entry at all times when the facility is
closed; and
(i1) provides notice of unauthorized entry to an individual;
(h) [A]for a pharmacy department, if applicable[ shall]:
(1) [beeguipped|equip the department with a lock where drugs are stored;
and
(i1) [be]ensure it is securely locked when the pharmacy department is
closed|-];
(1) [Afaeihityshall Thave a counseling area to allow for confidential patient
counseling, if applicablel[-];
(1) _have current editions of the following reference publications in print or
electronic format readily available to and retrievable by facility personnel:
(1) Title 58, Chapter 1. Division of Professional Licensing Act:
(i1) Rule R156-1, General Rule of the Division of Professional Licensing;
(111) Title 58, Chapter 17b, Pharmacy Practice Act;
(iv) Rule R156-17b, Pharmacy Practice Act Rule;
(v) Title 58, Chapter 37, Utah Controlled Substances Act;
(vi) Rule R156-37, Utah Controlled Substances Act Rule;
(vii) Title 58, Chapter 37f, Controlled Substance Database Act;
(viii) Rule R156-37f, Controlled Substance Database Act Rule;
(ix) 21 CFR 1300 et seq. (2026) or equivalent:
(x) current FDA-Approved Drug Products; and
(x1)_any other general drug references necessary to permit practice, as
dictated by the scope of practice conducted within the facility;
(k) maintain a current paper or electronic list of licensed employees involved in
the practice of pharmacy at the facility that is readily retrievable for inspection by
the Division and includes each licensee’s:
(1) first and last names;
(11) license classification;
(ii1) license number: and
(iv) license expiration date;
(1) maintain:
(1) a copy of DEA order form 222 that has been properly dated, initialed,
and filed;
(i1) copies of each unaccepted or defective order form; and
(ii1) any attached statements or other documents;
(m) maintain a record of suppliers’ credit memos for controlled substances; and
(n) maintain hard copy reports of surrender or destruction of controlled
substances and legend drugs submitted to appropriate state or federal agencies.




(2) (a) Prescription labels for compounded sterile and non-sterile medications, when
dispensed to the patient or patient's agent, shall include:
(1) the minimum information required under Section 58-17b-602;
(i) generic name;
(ii1) quantity or concentration of each active ingredient; and
(iv) labeling for sterile preparation for parenteral use shall include:
(A) the name of the diluent;
(B) assigned compounding record or lot number; and
(C) the phrase "compounded preparation."
(b) The requirements described in Subsections 58-17b-602([2]5)(a)(i)
[and]|through ([2]5)(a)([#]vi) shall not apply to a label on the container of a drug
that a health care provider administers to a patient at:
(1) apharmaceutical administration facility; or
(i1) a hospital licensed under Title 268, Chapter 2[+], Part 2, Health Care
Facility Licensing and Inspection[-A<t].

(3) 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.




([6]4) A pharmacy may 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
supervising through a telepharmacy system.

([#]5) Only a licensed Utah pharmacist, DMP, or authorized personnel shall have access
to the pharmacy when the pharmacy is closed.

([8]6) The facility or parent company shall maintain a record for at least 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 to ensure that each pharmacist or DMP can be

1dent1ﬁed[—mefefe¥%ideﬂﬁea¥gg+ml&em%§tkﬁeaﬂa+%d%—maﬁH&%b%sed].

([#6]7) If applicable, a hard copy of a power of attorney authorizing a pharmacist, DMP,
or DMP designee to sign DEA order form 222 shall be available to the Division upon request.

([++]8) A pharmacist, DMP, or other responsible individual shall verify that controlled
substances are listed on the suppliers' invoices and were [aetaalth|received|;] by clearly
recording their 1n1t1als and the actual date of receipt of the controlled substances.

sbpbb |

([+3]9) A copy of the inventories required under Section R156-17b-605 shall be made
available to the Division upon request[whenreguested].

[(14) The facility shall maintain hard copy reports of surrender or destruction of
controlled substances and legend drugs submitted to appropriate state or federal agencies.]

([#5]10) If the pharmacy does not store drugs in a locked cabinet and has a drop or false
ceiling, the pharmacy's perimeter walls shall extend to the hard deck, or the pharmacy shall take
other measures to prevent unauthorized entry into the pharmacy.

R156-17b-614b. Operating Standards - Class B pharmacy designated as a Branch
Pharmacy.
[Fr-aceordanee-with|Under Subsections 58-17b-102(8) and 58-1-301(3), the
qualifications for designation as a branch pharmacy include the following:
(1) The Division, in collaboration with the Board, shall approve the location of each
branch pharmacy. [-]The following shall be considered in granting such designation:
(a) the distance between or from nearby alternative pharmacies and all other
factors affecting access [efpersens |in the area to alternative pharmacy resources;
(b) the availability at the location of qualified [persens|individuals to staff the
pharmacy, including the physician, physician assistant, or advanced practice
registered nurse;
(c) the availability and willingness of a parent pharmacy and supervising
pharmacist to assume responsibility for the branch pharmacy;



(d) the availability of satisfactory physical facilities in which the branch
pharmacy may operate; and

(e) the totality of conditions and circumstances which surround the request for
designation.

(2) A branch pharmacy shall be licensed as a pharmacy branch of an existing Class A or
B pharmacy licensed by the Division.

(3) The application for designation of a branch pharmacy shall be submitted by the
licensed parent pharmacy seeking [suek|the designation. [-]In the event that more than one
licensed pharmacy makes application for designation of a branch pharmacy location at a
previously undesignated location, the Division, in collaboration with the Board, shall review all
applications for designation of the branch pharmacy and, if the location is approved, shall
[approveforticensure]license the applicant determined best able to serve the public interest as
identified in Subsection (1).

(4) The application shall include the following:

(a) complete identifying information [eeneerning|for the applying parent
pharmacy;

(b) complete identifying information [eerecerning|for the designated supervising
pharmacist employed at the parent pharmacy;

(c) address and description of the facility [#-whiek|where the branch pharmacy
[+ste]would be located,

(d) specific formulary to be stocked indicating [with-respeetto-eachpreseription
drug;| the name, [the-]|dosage strength, and dosage units in which the drug will be
prepackaged for each prescription drug;

(e) complete identifying information [eeneerning|for each [persen|individual
[lecated-]at the branch pharmacy who will dispense prescription drugs [#-
aeceordanee-with|according to the approved protocol; and

(f) [pretecolsunderwhiech |the branch pharmacy [w#-|operating[e] protocols

and its relationship with the parent pharmacy including[te-inelude-thefellowing|:
(1) [the-conditionsunderwhieh|how prescription drugs will be stored,

used, and accounted for;

(11) [the-method-bywhich|how the drugs will be transported from the
parent pharmacy to the branch pharmacy|[-and-accountedforby-the branch-
pharmaey|; and

(ii1) a description of how records will be kept with respect to:
(A) formulary;
(B) changes in formulary;
(C) record of drugs sent by the parent pharmacy;
(D) record of drugs received by the branch pharmacy;
(E) record of drugs dispensed;
(F) periodic inventories; and
(G) any other record contributing to an effective audit trail [with-
respeette|for prescription drugs provided to the branch pharmacy.

R156-17b-614c. Operating Standards - Class B - Pharmaceutical Administration Facility.



[-aeeordanee-with|Under Subsections 58-17b-102(44) and 58-17b-601(1), the
following operating standards apply to prescription drugs that are held, stored, or otherwise
under the control of a pharmaceutical administration facility for administration to patients:

(1) The licensed consulting pharmacist shall:

(a) provide consultation on each aspect of pharmacy services in the facility;
(b) establish a system of records of receipt and disposition of controlled
substances in sufficient detail to enable an accurate reconciliation;[-and]|
(c) determine that drug records are in order; and[-that-an-aceount-ofall-controlled-
bbb e s s e see s e e pape el |
(d) maintain and periodically reconcile an account of all controlled substances.
(2) Authorized destruction of prescription drugs shall be:
(a) witnessed by:
(1) the medical or nursing director; or
(i1) a designated physician, registered nurse, or other licensed person
employed [#]by the facility; and
(iii) the consulting pharmacist or licensed pharmacy technician|;]; and
(b) [shal-be]completed in compliance with 21 CFR 1317 (2021).

3) (a) A licensed prescribing practitioner [Preseriptionsfor-patientstnthe-faetity-|
may [be-]verbally request[ed] prescriptions for patients in the facility [by-aticensed-preseribing-
praetittoner|and the request may be entered as the prescribing practitioner's order if the
practitioner signs [but-thepractitionermustpersenalthysign-|the order in the facility record

within;

(1) 72 hours if prescribing a Schedule II controlled substance; and

(11) [wthin-|30 days if prescribing any other prescription drug.
(b) The prescribing practitioner's verbal order may be copied and forwarded to a
pharmacy for dispensing and may serve as the pharmacy's record of the
prescription order.

(4) Prescriptions for controlled substances for patients in Class B pharmaceutical
administration facilities shall be dispensed according to Title 58, Chapter 37, Utah Controlled
Substances Act, and Rule R156-37, Utah Controlled Substances Act Rule[s].

(5) [Eeciremonbtoremoreepes Lope e bl foelp b
——far=a]An emergency drug kit may be used by pharmaceutical administration facilities_and_
is subject to the following requirements:|[-]

(a) [F]|the emergency drug kit shall be considered [to-be ]|a physical extension of
the pharmacy supplying the emergency drug kit and shall remain under the
ownership of that pharmacy;

(b) the contents and quantity of drugs and supplies in the emergency drug kit
shall be determined by the Medical Director or Director of Nursing of the
pharmaceutical administration facility and the consulting pharmacist of the
supplying pharmacy;

(c) acopy of the approved list of contents shall be conspicuously posted on or
near the kit;

(d) the emergency kit shall be used only for bona fide emergencies and only
when medications cannot be obtained from a pharmacy in a timely manner;




(e) records documenting the receipt and removal of drugs in the emergency kit
shall be maintained by the facility and the pharmacy;
(f) the pharmacy shall be responsible for ensuring proper storage, security, and
accountability of the emergency kit and shall ensure that:
(1) the emergency kit is stored in a locked area|-and-istocked-itsel];
(ii) the emergency kit is locked: and
(i11)) emergency kit drugs are accessible only to licensed physicians,
physician assistants, and nurses employed by the facility; and
(g) the contents of the emergency kit, the approved list of contents, and related
records shall be made freely available and open for inspection to [apprepriate
representatives-of |the Division and the Utah Department of Health and Human
Services.

R156-17b-614d. Operating Standards - Class B - Nuclear Pharmacy.
(1) [Inaeecordanee-with|Under Subsection 58-17b-601(1), the operating standards for a
Class B pharmacy designated as a nuclear pharmacy are established in this section.
(2) A nuclear pharmacy shall[-have-the-foleowing|:
(a) have applied for or possess a current Utah Radioactive Materials License;|
and]
(b) have adequate space and equipment [eommensurate-with|for the scope of
services required and provided|-];
(c) only dispense radiopharmaceuticals that comply with acceptable standards of
quality assurance:; and
(d) maintain a library proportional to the level of radiopharmaceutical service

provided.

([5]3) (a) A licensed Utah pharmacist shall be immediately available on the premises at
any time when the facility is open or available to engage in the practice of
pharmacy.

(b) In addition to Utah licensure, the pharmacist shall have classroom and
laboratory training and experience as required by the Utah Radiation Control
Rules.

([6]4) This [rele]section does not prohibit:

(a) alicensed pharmacy intern or technician from acting under the direct
supervision of a pharmacist preceptor who meets the requirements to supervise a
nuclear pharmacy; or

(b) a Utah Radioactive Materials licensee from possessing and using
radiopharmaceuticals for medical use.

([#]5) A hospital nuclear medicine department or an office of a physician-surgeon,

osteopathic physician-surgeon, veterinarian, podiatric physician, or dentist that has a current
Utah Radioactive Materials License does not require licensure as a Class B pharmacy.



([8]6) A nuclear pharmacy preparing sterile compounds shall follow the USP-NF
Chapter 797 Compound for sterile preparations.

([9]7) A nuclear pharmacy preparing medications for a specific person shall be licensed
as a Class B [—|nuclear pharmacy if located in Utah, and as a Class D pharmacy if located
outside of Utah.

R156-17b-614f. Operating Standards - Central Prescription Processing.
[-aceordanee-with|Under Subsection 58-17b-601(1), this section establishes the
operating standards for 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 have:

(a) [have-Jcommon ownership or common administrative control; or

(b) [have-]a written contract outlining the services [te-be |provided and the
responsibilities [and-accountabilities |of each party in fulfilling the terms of
[said]the contract; and

(c) [share-acommen-electroniefile-or-have-|appropriate technology to allow
sufficient access to [suffietent|information necessary [er+eguired-|to fill 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 [whiek-|includes the following:

©)

(a) a description of how the parties [wiH-]comply with federal and state laws and
regulations;

(b) appropriate records to identify the responsible pharmacists and the dispensing
and counseling process;

(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.

(a) "Non drug or device handling central prescription processing pharmacies."|5]
as defined in Subsection R156-17b-102(43), shall be licensed as Class E
pharmacies.

(b) 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.



(1) [Inaeeordancewith|Under Subsections 58-17b-102(58), 58-17b-601(1), 58-17b-
612(1)(b), and 58-1-301(3), the operating standards for a remote dispensing pharmacy are
established in this section.

(2) A remote dispensing pharmacy shall:

(a) be a Class A pharmacy, [ex]Class B pharmacy, or a hospital pharmacy if the

hospital is controlled by a local board that owns no more than two hospitals;
(b) have a Class A or Class B pharmacy serve as its supervising pharmacy to
oversee its operations; and

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

(3) A remote dispensing pharmacy may not perform compounding.

(4) (a) The supervising pharmacy's PIC shall serve as the remote dispensing
pharmacy's RDPIC[;-whe]and is responsible for any remote dispensing pharmacy
operations.

(b) An RDPIC may not serve as the RDPIC for more than one remote dispensing
pharmacy, unless approved by the Division in collaboration with the Board.

(5) (a) At any time that a remote dispensing pharmacy is open and available to serve
patients, its pharmacy technicians shall be physically or electronically supervised
by a pharmacist from the supervising pharmacy, under Subsection 58-17b-
102(71).

(b) [Inaeecerdancewith|Under Subsections 58-17b-612(1)(b) and (d), a
pharmacist may oversee the operation of up to two remote dispensing pharmacies
simultaneously.
(c) Unless a pharmacist is physically present, a remote dispensing pharmacy shall
be staffed by no more than two licensed pharmacy technicians.
(d) Each pharmacy technician staffing a remote dispensing pharmacy shall have
at least 500 hours of pharmacy technician experience.
(e)[()—Adeguatesupervisionbya|A supervising pharmacist of a remote
dispensing pharmacy:
(1) shall [ineluade-|maintain[#€] uninterrupted visual supervision and
auditory communication with the site:[;an€d-|
(i1) shall have full supervisory control of the automated system, if
applicable|-]; and
(111) [A-supervisingpharmaeist-|may not delegate supervision to any other

[persenr]individual.
(6) The supervising pharmacy shall maintain a surveillance system and telepharmacy

system that provides [fo+|effective video and audio communication between supervising
pharmacy personnel and remote dispensing pharmacy personnel and patients that includes the
following features:
(a) provides comprehensive views of the entire site;
(b) facilitates adequate pharmacist supervision;
(c) allows the appropriate exchanges of visual, verbal, and written
communication for patient counseling and other matters involved in the lawful
transaction or dispensing of drugs;
(d) confirms that the drug selected to fill the prescription is the same as indicated
on the prescription label and prescription; and




(e) is secure and HIPAA compliant as defined in Subsection R156-17b-102(67).

(7) (a) Each component of the telepharmacy system shall be in good working order.
(b) If a component of the system is malfunctioning, the remote dispensing
pharmacy shall immediately close to the public and remain closed until system
[eerrections-or |repairs are completed, unless a pharmacist is present onsite.

(8) (a) The supervising pharmacy shall develop and include in both the supervising
pharmacy's and the remote dispensing pharmacy's policies and procedures a plan
for continuation of pharmaceutical services by the remote dispensing pharmacy in
case of an emergency interruption.

(b)[9] The plan shall address:
(1) [adédress-|the timely arrival of necessary personnel at the remote

dispensing pharmacy[-efneeessarypersennek;|; and

(i1) the delivery of necessary supplies to the remote dispensing pharmacy|

of neeessary-supplies;| within a reasonable period following the
identification of an emergency need.

(c) The plan may provide for alternate methods of continuation of the services of
the remote dispensing pharmacy, including personal delivery of patient
prescription medications from an alternate pharmacy location or on-site
pharmacist staffing at the remote dispensing pharmacy.
(d) A pharmacist shall be available onsite at the remote dispensing pharmacy
as soon as possible after an emergency and shall notify the Division in writing if
the time exceeds 24 hours.

)] (a)[] The remote dispensing pharmacy's security system shall [t#raek|maintain a
record of entries into the remote dispensing pharmacy to be periodically reviewed

by the RDPIC.
B
(b) A remote dispensing pharmacy shall conspicuously display a sign [easily
visible-to-the publie-thatinferms|informing patients of the following:
(1) that the pharmacy is a remote dispensing pharmacy;
(i1) the location of the supervising pharmacy; and
(ii1) that at the patient's request a pharmacist will counsel the patient using
audio and video communication systems.
(10)_Records, documentation, and recordings shall be subject to the following

requirements:

(a)[] The supervising pharmacy shall maintain records of [the-|orders entered
into its information system, including orders entered from the remote dispensing pharmacy.
([#]b) Electronic records shall be available to and accessible from both the
remote dispensing pharmacy and the supervising pharmacy.

([#i]c) The original records of [the-|controlled substance prescriptions dispensed
from the remote dispensing pharmacy shall be maintained at the remote
dispensing pharmacy.




([b]d) The remote dispensing pharmacy shall retain a recording of surveillance,
excluding patient communications, for at least 45 days.
([e]e)[9] The RDPIC shall oversee [documented-|monthly inspections of the
remote dispensing pharmacy|-]| and {
GH—bB}documentation of the inspections shall be kept for five years|,] and shall
include:
([A]1) maintenance and reconciliation of any controlled substance;
([Bli1) a perpetual inventory of Schedule II controlled substances;
([€]111) temperature logs of the refrigerator and freezer that hold
medications; and
([P]iv) the RDPIC's periodic review of the record of entries into the
remote dispensing pharmacy.

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

[-aceordanee-with|Under Subsections 58-17b-102(47) and 58-17b-601(1), the operating
standards for a Class C pharmacy|ies]| designated as a pharmaceutical wholesaler[/] or_
distributor, [and]or as a pharmaceutical manufacturer [Heensees] include[s] the following:

(1) Each pharmaceutical wholesaler or distributor or pharmaceutical manufacturer that
distributes or manufactures drugs or medical devices in Utah shall be licensed by the Division.

(2) A separate license shall be obtained for each separate location engaged in the
distribution or manufacturing of prescription drugs.

(3) A [B]business name[s-eannet| may not be identical to a[the] name used by another
unrelated wholesaler licensed to purchase drugs and devices in Utah.

([2]4) Manufacturers distributing only their own FDA-approved:

(a) prescription drugs or prescription drugs that are co-licensed products satisfy
the requirement in Subsection (1) by registering their establishment with the FDA
pursuant to 21 CFR Part 207 and submitting the information required 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 kits, 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 Part 807.

([3]5) An applicant for licensure as a pharmaceutical wholesaler or distributor shall
provide the following [minimum-|information:

(a) [A]all trade or business names used by the licensee (including "doing business
as" and "formerly known as");
(b) [N]name of the owner and operator of the license; and[-as-foHews:




(c) any other relevant information required by the Division.

([4]6) The licensed facility need not be under the supervision of a licensed pharmacist,
but shall be under the supervision of a designated representative who meets the following
criteria:

(a) is 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 for [related-te |prescription drugs;

(c) is employed by the applicant in a full time, [#-a-|managerial level position;
(d) is actively involved in and aware of the actual daily operation of the
pharmaceutical wholesale distribution;

(e) is physically present at the facility during regular business hours, except when
the absence of the designated representative is authorized, [neludingbutnet
hmited-te]such asl;] sick leave and vacation leave; and

(f) is serving [#-the-ecapaeityof]as a designated representative for only one
licensee at a time.

([5]7) The licensee shall provide the name, business address, and telephone number of
[a]the individual serving [persento-serve |as the designated representative for each facility of the
pharmaceutical wholesaler that engages in the distribution of drugs or devices within 30 days of
a change in designated representative.

([6]8) All pharmaceutical wholesalers and manufacturers shall [publiely|conspicuously
display, or have readily available, all licenses and the most recent inspection report administered
by the Division.

([#]19) 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 [fer]a quarantine 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]10) 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-conformanee-with|following
local building codes|;]and life and safety codes:[-and]
(c) control access to [persens|individuals to ensure unauthorized entry is not
made;
([e]d) limit entry into areas where prescription drugs, prescription drug
precursors, or prescription drug devices are held to authorized
[persens]individuals who [have-a-|need to be in those areas;
([¢]e) be well-lit [lighted-]on the outside perimeter;
([e]) be equlpped with an alarm system to detect entry and notlfy approprlate
authorities [permit-d A
a-l-l—Hmes—]whenevel the fac111ty is not occupled for the purpose of engaging in
distribution or manufacturing of prescription drugs; and
([#]g) be equipped with security measures, systems, and procedures necessary to
provide reasonable security against:
(1) theft and diversion of prescription drugs: and[e+|
(i1) alteration or tampering with computers and records pertaining to
prescription drugs or prescription drug precursors.

([9]11) Each facility shall [previde-the-sterage-of|store prescription drugs, prescription
drug precursors, and prescription drug devices [in-aeceerdance-with|according to 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) if no storage requirements are established for a specific prescription drug,
prescription drug precursor, or prescription drug device[s], the product[s] shall 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 [established-]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.

([#6]12) Each [persen]individual [whe-is |Jengaged 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 necessary identifying information concerning each sale in the
chain of distribution of the product from the manufacturer, through acquisition
and sale by any pharmaceutical wholesaler, until sale to a pharmacy or other
[pefseﬁ]mmwdual d1spens1ng or admlnlsterlng the preserlptlon drug: 1nclud1ng[

(1) name, address, telephone number, and if avallable 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;
(ii1) transaction dates;
(iv) name of the prescription drug;
(v) dosage form and strength of the prescription drug;
(vi) size of the container;
(vil) number of containers;
(viii) lot number of the prescription drug;
(ix) name of the manufacturer of the finished dose form; and
(x) National Drug Code (NDC) number.
(b) be maintained by the purchaser and the pharmaceutical wholesaler for five
years from the date of sale or transfer and be available for inspection or use upon
a request of an authorized officer of the law.
([#+]13) Each facility shall comply with the following requirements:
(a) in general, each person [whe-is |engaged in pharmaceutical wholesale
distribution of prescription drugs shall establish and maintain inventories and
records of all transactions regarding the receipt and distribution or other
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 precursors, or prescription drug devices shall be visibly
examined for identity and to prevent the acceptance of prescription drugs,
prescription drug precursors, or prescription drug devices that are contaminated,
reveal damage to the containers, or are otherwise unfit for distribution:
(1) prescription drugs, prescription drug precursors, or prescription drug
devices that are outdated, damaged, deteriorated, misbranded, adulterated,
or in any other way unfit for distribution or use in manufacturing shall be
quarantined 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
(i1) 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 such and shall be quarantined and
physically separated from other prescription drugs and prescription drug



precursors until they are appropriately destroyed or returned to their
supplier;
(c) 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 or held under
improper conditions:
(1) if the conditions or circumstances surrounding the return of any
prescription drug or prescription drug precursor cast any doubt on the
product's safety, identity, strength, quality, or 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,
quality, and purity;
(i1) returns of expired, damaged, recalled, or otherwise non-saleable
prescription drugs shall 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 wholesale distributor
under this chapter;
(i11) returns or exchanges of prescription drugs (saleable or otherwise),
including any redistribution by a receiving pharmaceutical wholesaler,
shall not be subject to the pedigree requirements, so long as they are
exempt from the pedigree requirement under the FDA's Prescription Drug
Marketing Act guidance or regulations; and
(d) licensees under this Act and pharmacies or other [persesns|individuals
authorized by law to dispense or administer prescription drugs for use by a patient
shall be accountable for administering their returns process and ensuring that all
aspects of their operation are secure and do not permit the entry of adulterated and
counterfeit prescription drugs.

([#2]14) A manufacturer or pharmaceutical wholesaler shall furnish prescription drugs
only to a person licensed by the Division or to another appropriate state licensing authority to
possess, dispense, or administer such drugs for use by a patient.

([43]15) Prescription drugs furnished by a manufacturer or pharmaceutical wholesaler
shall be delivered only to the business address of a person described in Subsections R156-17b-
102(2[0]1)[€e)] and R156-17b-615, 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 wholesaler
if the identity and authority of the authorized agent is properly established.

([#+4]16) 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 prescription drug precursors and
required records available for inspection by authorized representatives of the federal, state, and
local law enforcement agencies [#-aceordanee-with|according to the following:

(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
transferor 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 of by specific product and strength;
(c) there shall be a record of the dates of receipt and distribution or other disposal
of any product;
(d) there shall be a record of the identity of [persens]|individuals to whom
distribution is made [te-nekade]including 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 precursors shall 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 inspection during regular business
hours to authorized representatives of federal, state, and local law enforcement
authorities and such records shall be maintained for a period of two years
following disposition of the products; and
(2) (1) 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
(i1) ifrecords are stored at another location, they shall be made available
within two working days after request by an authorized law enforcement
authority during the two-[-]year period of retention.

([#5]17) Each facility shall establish, maintain, and adhere to written policies and
procedures that shall be followed 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. [tradditionst| The policies shall include the

following:

(a) a procedure whereby the oldest approved stock of a prescription drug or
precursor product is distributed or used first with a provision for deviation from
the requirement if such deviation is temporary and appropriate;
(b) a procedure to be followed for handling recalls and withdrawals of
prescription drugs [adeguate-to-deal-withrecalls-and-withdrawals |due to:
(1) any action initiated at the request of the FDA or other federal, state, or
local law enforcement or other authorized administrative or regulatory
agency,
(i) any voluntary action to remove defective or potentially defective
drugs from the market; or
(i) any action undertaken to promote public health, safety, or welfare by
replacement of existing product with an improved product or new package
design;
(c) aprocedure to prepare for, protect against, or handle any crisis that
affects security or operation 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 to the manufacturer(;] or other appropriate party or appropriately
destroyed;

(e) aprocedure for [previdingfordecumentationof|documenting the disposition
of outdated, adulterated, or otherwise unsafe prescription drugs or prescription
drug precursors and the maintenance of that documentation available for
inspection by authorized federal, state, or local authorities for a period of five
years after disposition of the product;

(f) aprocedure for identifying, investigating, and reporting significant drug
inventory discrepancies [{]involving counterfeit drugs, drugs suspected of being
counterfeit, contraband, or suspected [efbetng |contraband[}] and for reporting
[ef]such discrepancies within three [(3)-]business days to the Division and|[/ex]
any 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 applicable, Drug
Enforcement Administration (DEA), within three [(3)-|business days.

([+6]18) 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 [persens|individuals in charge, [whiehtistsshall ]including[e] a description
of their duties and a summary of their background and qualifications.
([+#]119) Each facility shall comply with laws including:

([b]a) permitting the state licensing authority and authorized federal, state, and local law
enforcement officials, upon presentation of proper credentials, to enter and inspect [their|the
facility’s premises and delivery vehicles and to audit [keir|the facility’s records and written
operating policies and procedures, at reasonable times and in a reasonable manner, to the extent
authorized by law; and

([e]b) obtaining a controlled substance license from the Division and registering with the
Drug Enforcement Administration (DEA) if [they|the facility engages in distribution or
manufacturing of controlled substances and shall comply with all federal, state, and local
regulations applicable to the distribution or manufacturing of controlled substances.
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(a) A Class C pharmacy may not be located in the same building as a
separately licensed Class A, B, D, or E pharmacy unless:
(1) the separately licensed pharmacy is a third-party logistics provider; or
(i1) the two pharmacies are located in different suites as recognized by the
United States Postal Service.
(b) Two Class C pharmacies may be located at the same address in the same suite
if the pharmacies:
(1) are under the same ownership;
(i1) have processes and systems for separating and securing all aspects of
the operation; and




(ii1) 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 Service
Pharmacies.
(1) [Inaeeoerdancewith|Under Subsections 58-1-301(3) and 58-17b-306(2), an
application for licensure as a Class D pharmacy shall include:
(a) apharmacy 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
(c) 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 the physical facility, records, and
operations.
(2) An out of state mail 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 - General Provisions.
HHtnaeeordanee-with|Under Section 58-17b-302 and Subsection 58-17b-601(1), Class
E pharmacies shall have a written pharmacy care protocol that includes:
([2]1) the identity of the supervisor or director;
([6]2) a detailed plan of care;
([e]3) the identity of the drugs to be purchased, stored, used, or accounted for; and
([¢]4) the identity of any licensed healthcare provider associated with the operation.
[ EPtaHd ie Hd ="=v--‘- -33-:' cacra—and atC1awW ]

R156-17b-617b. Class E Pharmacy Operating Standards - Analytical Laboratory.

[I-aeecordanee-with|Under Section 58-17b-302 and Subsection 58-17b-601(1), an
analytical laboratory shall:

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

(2) provide adequate lighting, ventilation, sanitation, space, equipment, and security
conditions;

(3) maintain a list of drugs that will be purchased, stored, used, and accounted for;

(4) maintain a list of licensed health _care providers associated with the operation of the
business;

(5) possess prescription drugs for the purpose of analysis; and

(6) take measures to prevent the theft or loss of controlled substances.



R156-17b-617¢c. Class E Pharmacy Operating Standards - Animal Control or Animal
Narcotic Detection Training.
(1) [Iraeeordancewith|Under Section 58-17b-302 and Subsection 58-17b-601(1), an
animal control or animal narcotic detection training facility shall:
(a) maintain for immediate retrieval a perpetual inventory of all drugs including
controlled substances that are purchased, stored, processed, and administered,
(b) maintain for immediate retrieval a current list of authorized employees and
their training [with-regardsto-the|on handling and using[e-ef] legend drugs
and[/ex| controlled substances [#+relationte]|for euthanasia, immobilization, or
narcotic detection training of animals;
(c) maintain[;]| for immediate retrieval documentation of all required materials
[pertaininete|for legitimate animal scientific drug research, guidance policy, and
other relevant documentation from the agency's Institutional Review Board, if
applicable;
(d) maintain stocks of legend drugs and controlled substances to the smallest
quantity needed for efficient operation to conduct animal euthanasia,
immobilization, or narcotic detection training purposes;
(e) maintain all legend drugs and controlled substances in an area within a
building having perimeter security that limits access during working hours,
provides adequate security after working hours, and has the following security
controls:
(1) a permanently secured safe or steel cabinet substantially constructed
with self-closing and self-locking doors employing either multiple position
combination or key lock type locking mechanisms; and
(i1) requisite key control, combination limitations, and change procedures;
(f) have only one [arespensible-party-whe-is-the only persen]individual
authorized to purchase and reconcile legend drugs and controlled substances and
is responsible for the inventory of the animal control or animal narcotic detection
training facility pharmacy;
(g) ensure that only defined and approved individuals pursuant to the written
facility protocol have access to legend drugs and controlled substances; and
(h) develop and maintain written policies and procedures for immediate retrieval
that include the following:
(1) the type of activity conducted with [regardste |legend drugs and|/e#]
controlled substances;
(i) how medications are purchased, inventoried, prepared, and used [
relationte}for euthanasia, immobilization, or narcotic detection training of
animals;
(i11) the type, form, and quantity of legend drugs and[/e¢| controlled
substances handled;
(iv) the type of safe, or equally secure [enclosures-or-other |storage
system, used for the storage and retrieval of legend drugs and|[/e+]
controlled substances;
(v) security measures in place to protect against theft or loss of legend
drugs and controlled substances;



(vi) adequate supervision of employees having access to manufacturing
and storage areas;

(vil) maintenance of records documenting the initial and ongoing training
of authorized employees [with-+regard-te]on all applicable protocols;

(viii) maintenance of records documenting all approved and trained
authorized employees who may have access to [the-]legend drugs and
controlled substances; and

(ix) procedures for allowing the presence of business guests, visitors,
maintenance personnel, and non-employee service personnel.

R156-17b-617d. Class E Pharmacy Operating Standards- Durable Medical Equipment.
(1) [Inaeeordancewith|Under Section 58-17b-302 and Subsection 58-17b-601(1), a_
durable medical equipment facility shall:
(a) be of suitable size and construction to facilitate cleaning, maintenance, and
proper operations;
(b) provide adequate lighting, ventilation, sanitation, space, equipment, and
security conditions;
(c) be equipped [te-permit|for the orderly storage of durable medical equipment
in:
(1) a manner [te-|permitting clear identification, separation, and easy
retrieval of products; and
(i1) an environment necessary to maintain the integrity of the product
inventory;
(d) be equipped [to-permit|for practice within the standards and ethics of the
profession as dictated by the [wsual-and-ordinary |scope of practice [to-be-
Jconducted within the[at] facility;
(e) maintain prescription forms and records for a period of five years;
(f) be locked and enclosed [#-sueh-as—way-as-|to bar entry by the public or any
non-personnel when the facility is closed; and
(g) conspicuously display[pest] the license [ef]for the facility[-+nfulview-ofthe
publie].
(2) A licensed practitioner who administers durable medical equipment to a patient or
animal is not engaging in the practice of pharmacy/[;| and does not require a license as a Class E
pharmacy.

R156-17b-617e. Class E Pharmacy Operating Standards - Human Clinical Investigational
Drug Research Facility.

(1) Under Section 58-17b-302 and Subsection 58-17b-601(1), a human clinical
investigational drug research facility licensed as a Class E pharmacy shall, in addition to the
requirements in Section R156-17b-617a, conduct operations [in-aeeordanee-with|according to
the operating standards set forth in 21 CFR Part 312, April 1, 2012 edition, which is incorporated
by reference.



(2) Under Subsections 58-37-[6(2b}]105(2)(b) and (3)(a)(i), [persens|individuals
licensed to conduct research in Utah with controlled substances in Schedules I-V may possess,

manufacture, produce, distribute, prescribe, dispense, administer, conduct research with, or
perform laboratory analysis upon those substances to the extent authorized by their license.
(3) Under Subsection 58-37-[6(2}]105, the following [persens]|individuals are not
required to obtain a license and may lawfully possess controlled substances in Schedules II-V:
(a) an agent or employee acting in the usual course of the [persen's|individual’s
business or employment][,]: and
(b) an ultimate user[;-ora-persor| who possesses a controlled substance pursuant
to a lawful order of a practitioner.
(4) A separate license is required at each principal place of business or professional
practice where the applicant manufactures, produces, distributes, dispenses, conducts research
with, or performs laboratory analysis upon controlled substances.

R156-17b-617f. Class E Pharmacy Operating Standards - Medical Gas Provider.
[f-aeeordanee-with|Under Section 58-17b-302 and Subsection 58-17b-601(1), a medical
gas facility shall:
([a]1) develop a standard operating policy and procedures manual;
([b]2) conduct training and maintain evidence of employee training programs and
completion certificates;
([e]3) maintain documentation and records of all transactions, including[-te-inelude]:
([#]a) batch production records:
([#]b) certificates of analysis; and
([##3]c) dates of calibration of gauges;
[é]4) provide adequate space for orderly placement of equipment and finished product;
[e]5) maintain gas tanks securely;
[£]6) designate return and quarantine areas for separation of products;
[£]7) label all products;
[k]8) fill cylinders without using adapters; and
[£]9) comply with all FDA standards and requirements.

R156-17b-617g. Operating Standards - Class E Pharmacy - Third Party Logistics
Provider.

Under Section 58-17b-601(1), a third party logistics provider:

(1) [A-third-partylogistiesprovider|shall comply with DSCSA standards; and|-]

(2) [Athirdpartlogistiesprovide-lmay not employ at its facility an individual who has

been convicted of a felony violation relating to product tampering.

R156-17b-618. Change in Ownership, Name, or Location.
(1) Under Section 58-17b-614, a[A] licensed pharmacy or pharmaceutical facility shall:
(a) apply for a new license and receive approval from the Division at least ten
business days before a Qualifying Ownership Change; and




(b) upon approval of the Qualifying Ownership Change and issuance of a new
license, the pharmacy or pharmaceutical facility shall surrender its original license
to the Division.

(2) (a) Under Subsection 58-17b-614(2), a request by a pharmacy or pharmaceutical
facility to change its name when the change is not due to, or in anticipation of, a
Qualifying Ownership Change shall be [reeeived-by|submitted to the Division no
later than ten business days before the proposed effective date of the name
change.

(b) [Fhis-|Subsection (2) applies to any change in name, including:

(i) changes to the pharmacy or pharmaceutical facility's registered

corporate name; and

(i1) addition or removal of a doing-business-as (DBA) name.
(c) If the requested name change requires [a-|filing with the Division of
Corporations and Commercial Code, or equivalent state agency in the jurisdiction
where the name change will be effectuated, the applicant shall submit with the
request proof of such filing with an effective date of no fewer than ten days
following the date of the request.

3) (a) Under Subsection 58-17b-306(3)(b), a request by a pharmacy or
pharmaceutical facility to update its address for reasons not due to, or in
anticipation of, a Qualifying Ownership Change shall be [reeetved-by|submitted
to the Division [re-e han-90 business-days-before the p ed-effective-date
of the-address-ehange]at least 90 days before the day on which the pharmacy or
pharmaceutical facility begins operating at the new address.

(b) If the pharmacy or pharmaceutical facility's new address is located within the
state, the request shall include a request for inspection of the new facility.
(c) If the pharmacy or pharmaceutical facility's new address is located outside the
state:
(1) the request shall include a copy of a request for inspection filed with
the government agency with jurisdiction over the inspection at the new
address; and
(i1) upon receipt of the inspection report from the government agency
under Subsection (3)([b]c)(i), the pharmacy or pharmaceutical facility
shall submit to the Division within ten days:
(A) a copy of the inspection report; and
(B) an affidavit signed by the pharmacy manager that the
inspection report is an accurate copy.

(4) If a pharmacy or pharmaceutical facility requesting a change in name or address does
not comply with the requirements of Subsection (2) or Subsection (3), the pharmacy or
pharmaceutical facility shall:

(a) apply for a new license; and
(b) upon approval of the application by the Division and the issuance of a new
license, surrender the original license to the Division.

R156-17b-620. Operating Standards - Automated Pharmacy System.






following:
(1) The pharmacy responsible for the automated pharmacy system shall maintain the

following documentation, for review upon Division request:

(a) types of automated pharmacy system equipment, content, and location,
including:

(1) name and address of the pharmacy or licensed health care facility

using the automated pharmacy system;

(11) manufacturer’s name and model:

(ii1) serial numbers; and

(iv) description of how the automated pharmacy system is used; and
(b) written policies and procedures for quality assurance and appropriate use of
the automated pharmacy system including:

(1) operation;

(ii) safety:;

(ii1) security;

(iv) accuracy;

(v) automated pharmacy system malfunction;

(vi) patient confidentiality:

(vii) access to the equipment and medications;




(viil) training of personnel: and
(ix) procedures for securing and accounting for medications that are
removed from the system and not used, including situations when the
unused medications are wasted and discarded.
(2) The pharmacy responsible for the automated pharmacy system and the
documentation in Subsection (1) shall:
(a) have the documentation in Subsection (1) in place prior to installation of the
automated pharmacy system;
(b) maintain the documentation at the site of the pharmacy, and if the automated
pharmacy system is not in the facility where the pharmacy is located, at the site of

the automated pharmacy system: and
(c) provide the documentation to the Division for review upon request.
(3) Filling and stocking medications in the automated pharmacy system shall be done by
qualified licensed health care personnel under the supervision of a licensed pharmacist.
(4) A pharmacist shall review each prescription or medication order before dispensing,
or removing from an automated pharmacy system, unless:
(a) a licensed independent practitioner controls the ordering, preparation, and
administration of the medication; or
(b) the pharmacist review would result in a delay that would harm the patient,
including situations in which the patient experiences a sudden change in clinical
status.
(5) An automated pharmacy system shall have:
(a) adequate security systems and procedures to prevent:
(1) unauthorized access; and
(i1) the illegal use or disclosure of protected health information;
(b) a mechanism for securing and accounting for medications removed from and
subsequently returned to the automated pharmacy system; and
(c)_amechanism for securing and accounting for wasted medications or discarded

medications.
(6) Records including electronic data kept by an automated pharmacy system shall meet
the following requirements:
(a) each event involving the contents of the automated pharmacy system shall be
recorded electronically;
(b) the pharmacy shall maintain records for five years, and keep them readily
available to the Division upon request; and
(c) each record shall include:
(1) _identity of the system accessed;
(i1) identity of the individual accessing the system:;
(ii1) identity of each individual filling, stocking. and checking for
accuracy;
(iv) type of transaction;
(v) name, strength, dosage form, and quantity of the drug accessed;
(vi) name of the patient for whom the drug was ordered; and
(vii) additional information that the PIC may determine necessary.
(7) The PIC or pharmacist designee shall ensure that:




(a) user access to the automated pharmacy system is assigned, discontinued, or
changed according to employment status and credentials; and
(b) the automated pharmacy system is filled and stocked accurately in accordance

with policies and procedures.

R156-17b-621a. Operating Standards - Pharmacist Administration of a Long-acting
Injectable and Naloxone - Training.
[l-aeeordanee-with|Under Subsections 58-17b-502(1)(1) and 58-17b-625(2):
(1) Prior to [engasinsintheadministrationof|administering naloxone or a long-acting
injectable drug [pursuant-te|under Section 58-17b-625, a pharmacist shall successfully complete:
(a) current Basic Life Support (BLS) certiﬁcation; and
(b) a training program for administering naloxone or long-acting injectables
intramuscularly that is provided by an ACPE-accredited provider.
(2) An individual who [engages-in-the-administration-ef|administers naloxone or long-
acting injectable drugs intramuscularly shall maintain documentation that they obtained their
required training.

R156-17b-622. Standards - Dispensing Training Program.

(1) [Inaeeoerdanecewith|Under Subsection R156-17b-102(21)(c), 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 employed:

(a) role of the DMP designee;

(b) laws affecting prescription drug dispensing;

(c) pharmacology. including the identification of drugs by trade and generic
names, and therapeutic classifications;

(d) pharmaceutical terminology, abbreviations, and symbols;
(e) pharmaceutical calculations;

(f) drug packaging and labeling;

(g) computer applications in the pharmacy;

(h) sterile and non-sterile compounding;

(1) medication errors and safety;

(j) prescription and order entry and fill process;

(k) pharmacy inventory management; and

(1) pharmacy billing and reimbursement.

(2) Documentation demonstrating successful completion of a formal or on-the-job

dispensing training program shall include the following information:
(a) name of individual trained;
(b) name of individual or entity that provided training;
(c) 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 Practitioners.
The drugs that may be dispensed by a DMP in accordance with Subsection 58-17b-
802(1) and Section 58-17b-803 are limited to:
(1) the following cosmetic drugs:
(a) Latisse or generic equivalent; and
(b) the injectable weight loss drug human chorionic gonadotropin; and
(2) the following legend, non-controlled drugs:
(a) hormonal based contraception [unlessusing-exeept|other than an injectable or
implantable method][s];
(b) hydroquinone up to 4%; and
(c) tretinoin up to 0.1%.

R156-17b-624. Operating Standards. Repackaged or Compounded Prescription Drugs -
Sale to a Practitioner for Office Use.

[lr-aceordanee-with|Under Section 58-17b-624, a pharmacy may repackage or compound
a prescription drug for sale to a practitioner for office use provided that it is in compliance with
all applicable federal and state laws and regulations regarding the practice of pharmacy,
including, but not limited to the Food, Drug, and Cosmetic Act, 21 U.S.C.[A] 301 et seq.

R156-17b-625. Standards - Reporting and Maintaining Records on the Dispensing of an
Opiate Antagonist.

(1) [Inaeeordancewath|Under Subsections [26-55105]26B-4-510([2]3)(c) and (d), the
pharmacist-in-charge or a responsible corporate officer of each pharmacy licensee that dispenses
an opiate antagonist pursuant to a valid standing prescription drug order issued by a physician,
shall:

(a) affirm that the pharmacy licensee has complied with the protocol for dispensing an

opiate antagonist as set forth in Section [26-55105]|26B-4- 510:[,] and|[-shaH]

(b) annually report[;-en-an-annual-basis;| to the [é]Division and to the physician who

issued the opiate antagonist standing drug order, the following information:

([a]1) the total number of single doses of opiate antagonists dispensed during the
reporting period; and

([b]i1) the name of each opiate antagonist dispensed|;atongwith]: and

(ii1) the total number of single doses of [thatpartientar|each named opiate
antagonist.

(2) Corporations or organizations with multiple component pharmacy licenses may
submit one cumulative report for all [#s-]component pharmacy licensees so long as the report [—
Hewever-thatrepert-must-|contains the information described [abeve]in Subsection (1) for each
of the component pharmacy licensees.

(3) [Nulreportingisnoetrequired—|If a pharmacy licensee does not dispense an opiate
antagonist during any year, [thatpharmaey|the licensee is not required to make an affirmation or
report to the [é]Division.




(4) The annual affirmation and report [deseribed-aboveis-due|shall be submitted to the
[é¢]Division and to the physician who issued the standing drug order no later than 15 days
following December 31 of each calendar year.

(5) [Inaeecerdanee-with|Under Subsection [26-551+05]26B-4-510([2]3)(d), a pharmacy
licensee who dispenses an opiate antagonist pursuant to a valid standing prescription order issued
by a physician, shall maintain, subject to audit, the following information:

(a) the name of the individual to whom the opiate antagonist is dispensed;

(b) the name of the opiate antagonist dispensed;

(c) the quantity of the opiate antagonist dispensed;

(d) the strength of the opiate antagonist dispensed;

(e) the dosage quantity of the opiate antagonist dispensed;

(f) the full name of the drug outlet which dispensed the opiate antagonist;

(g) the date the opiate antagonist was dispensed; and

(h) the name of the physician issuing the standing order to dispense the opiate
antagonist.

(6) The [é]Division approves the protocol for the issuance of a standing prescription
drug order for opiate antagonists that meets the requirements of Subsection 26B-4-510(3) and

Sections R156-17b-625, R156-67-604, and R156-68-604[whichissetforth-in-Subsection26-

R156-17b-626. Operating Standards - Appropriate Substitutes for Albuterol.

(1) [Inaeecoerdancewith|Under Subsections 58-17b-601(1) and 58-17b-605(9), a
pharmacist or pharmacy intern may make appropriate substitutes for an albuterol inhaler with
any brand or proprietary name albuterol product that has the same milligram dose per actuation.

(2) The pharmacist or pharmacy intern shall document an albuterol substitution on the
prescription hard copy or in the medication profile system.

R156-17b-627. Operating Standards - Prescription of Drugs or Devices by a Pharmacist.
(1) Under Subsection 58-17b-601(1) and Sections 58-17b-602, 58-17b-609, and 58-17b-
627, a pharmacist from a Class A or Class B pharmacy may prescribe a prescription drug or
device as follows:
(a) Before prescribing, the pharmacist shall conduct a patient assessment that
includes:
(1) current health status;
(i1) past medical history;
(111) allergies;
(iv) medication sensitivities;
(v) rationale for care;
(vi) current medication; and
(vii) if the pharmacist should refer the patient to an appropriate health
care provider or otherwise encourage the patient to seek further medical
care.




(b) The pharmacist shall follow the guidelines for prescribing health care
providers established by:
(1) the Centers for Disease Control and Prevention;
(i1) nationally accepted guidelines; and
(ii1) the Department of Health and Human Services and the Division in
collaboration with the Board, in the guidance documents incorporated by

reference i in Section R156- 17b IOZ[S&bseeHeﬂ—@—}éa)]

aadéS—l—?—b—é@Q—]
([é¢]c) The pharmacist shall develop and implement an appropriate follow-up care
plan with the patient that includes:
(1) monitoring parameters for efficacy and safety;
(i1) adverse reactions; and
(ii1) further medical care.
([e]d) [EH>——A)—]The pharmacist shall notify the patient's primary care or other
health care provider about the prescription according to the following requirements:
( 1) provide notification within five business days of the prescribing;|-]
Blii) [Thepreseriptionnotificationmay-be |convey[ed] the prescription
notlﬁcatlon in writing, by electronic transmission, or by telephone;|-]
([€]ii1) [H]if the patient does not have a primary care or other health care
provider, the pharmacist shall provide the prescription notification to the
patient;|- ]
([B]iv) [¥]the pharmacy shall maintain the prescription notification in the
patient record for at least five years from the date of notification, in an
immediately retrievable written or electronic format; and|-|
([#]v) [E]each prescription notification shall include the following:
(A) prescribing pharmacist;
(B) pharmacy name;
(C) pharmacy phone number;
(D) patient;
(E) patient date of birth;
(F) drug or device;
(G) if dispensed, dispensed quantity;
(H) directions for use;
() refill; and
(J) identity of the patient's primary care or other health care
provider, if any.

(2)[a}] A pharmacist may prescribe drugs or devices under Subsection 58-17b-627(3)(a)
as established in the following guidance documents posted on the Division's website at
[doplutah-gov/pharm|https://commerce.utah.gov/dopl/pharmacy/resources/:

([#]a) Utah Guidance for PrEP and PEP|Pre-Exposure-andPost-Exposure
Eroplobpcn o DD pebested Sestonlae Ik SO0 L
([#]b) Utah Guidance for Self-Administered Hormonal Contraceptives|--adepted

Seeptessbep i ooy




([11#]c) Utah Guidance for Tobacco Cessation Products|;-adepted-September28;
202+-and];

([#+]d) Utah Guidance for Naloxone[adepted-September 28,2021,

(e) Utah Guidance for Fluoride;

(f) Utah Guidance for Vaccine Prescription and Administration; and

( 2) Utah Gu1dance for Epmephrme

3) (a) The Department of Health and Human Services may submit to the Division a

written proposal that includes:
(1) under Subsection 58-17b-627(3)(a), designated public health concerns
that the Department of Health and Human Services has determined can be
addressed through pharmacist prescribing of drugs or devices; and
(i1) recommendations for updates to the guidance documents in
Subsection (2); and

(b) after receipt of the [designation|proposal, the Division:
(1) shall contact the Department of Health and Human Services to review
[#s]the proposal;
(i1) may review Division rules and the guidance documents in Subsection
(2) in response to the proposal; and

(ii1) may [review-]amend [the]Division rules[-made-by-the Diviston;

inehading| and the guidance documents in Subsection (2)[5] in accordance
w1th Subsectlons 58- 17b 627(3) and (4)

R156-17b-628. Operating Standards - Prescriptions Issued Within the Public Health
System.

[(H—]Under Subsections 58-17b-620(7) and (8), a nurse employed by a health department
and licensed under Title 58, Chapter 31b, Nurse Practice Act, may dispense a drug to treat a
sexually transmitted infection as established in the Utah Guidance for Dispensing by Health

Department Nurse of STI Drug|[;-adepted-August 23,2022 posted on the Division's website at
[depl—at&h—ge#pham]https //commerce.utah. gov/dopl/pharlnacv/resources/

R156-17b-1005. Operating Standards -- Standing Prescription Orders for Emergency
Medications Use as School Stock.

(1) [Inaeeordancewath|Under Subsection 58-17b-601(1), the Division approves [aH
|standing orders required by statute and issued by the Utah Department of Health and Human
Services relating to dispensing of emergency use medication to be held as school stock.



(2) Authorized standing orders referenced in Subsection [+805](1) can be found on the
Division’s website at https://[dept|commerce.utah.gov/dopl/pharmacy/resources/.
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