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Legislative Update for 2016 General Session
The following are summaries of House Bills (HBs) passed by
the Utah State Legislature in the 2016 General Session.

Controlled Substances – Opiate Overdose

HB 240: Opiate Overdose Response Act – Standing Orders
and Other Amendments. This bill renames the Emergency
Administration of Opiate Antagonist Act as the Opiate Overdose
Response Act and authorizes the use of a standing prescription
drug order issued by a physician to dispense an opioid antagonist.
HB 238: Opiate Overdose Response Act. This bill renames
the Emergency Administration of Opiate Antagonist Act as the
Opiate Overdose Response Act, amends civil liability provisions,
authorizes an overdose outreach provider to furnish an opiate
antagonist without civil liability, requires an overdose outreach
provider to furnish instruction on how to recognize and respond
appropriately to an opiate-related drug overdose event, exempts
an overdose outreach provider from licensure under the Utah
Pharmacy Practice Act, and specifies that the prescribing or dispensing of an opiate antagonist by a dentist is not unprofessional
or unlawful conduct.
HB 192 3 Sub: Opiate Overdose Response Act – Pilot
Program. This bill renames the Emergency Administration of
Opiate Antagonist Act as the Opiate Overdose Response Act,
amends liability provisions, creates the Opiate Overdose Outreach
Pilot Program within the Utah Department of Health, authorizes
the Department to make grants through the program to persons
who are in a position to assist an individual who is at increased
risk of experiencing an opiate-related drug overdose event, and
specifies how grants may be used.

Controlled Substance Database

HB 239: Access to Opioid Prescription Information via
Practitioner Data Management Systems. This bill requires
the Utah Division of Occupational & Professional Licensing to
make opioid prescription data information in its Controlled Substance Database accessible to an opioid prescriber or pharmacist
via the prescriber’s or pharmacist’s electronic data system. It
also limits access to and use of the information by an electronic
data system to a prescriber or a pharmacist in accordance with
rules established by the Division. It also requires the Division to
periodically audit use of the information and amends Controlled
Substance Database Act penalty provisions.
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HB 150: Controlled Substance Prescription Notification.
This bill amends the Controlled Substance Database Act to allow
a person for whom a controlled substance (CS) is prescribed to
designate a third party who is to be notified when a CS prescription is dispensed to the person.
HB 114: Controlled Substance Reporting. This bill amends
the requirement for a general acute hospital to report admissions
for poisoning or overdose involving a prescribed CS to the Division and requires courts to report to the Division certain violations
of the Utah Controlled Substances Act.
HB 375 3 Sub: Prescription Drug Abuse Amendments. This
bill amends the Controlled Substance Database Act to promote
utilization of the Controlled Substance Database to prevent opioid abuse, requires a dispenser to contact the prescriber if the
Controlled Substance Database suggests potential prescription
drug abuse, and limits liability for prescribers and dispensers
who contribute to and use the Controlled Substance Database.
HB 149 2 Sub: Reporting Death Involving CS Amendments.
This bill requires a medical examiner to provide a report to the
Division when the medical examiner determines that a death
resulted from poisoning or overdose involving a prescribed CS.
It also requires the Division to notify each practitioner who may
have written a prescription for the CS involved in the poisoning or
overdose, allows probation and parole officers to obtain information in the Controlled Substance Database without a warrant, and
allows the Division to provide information to law enforcement
officers engaged in specified types of investigations.

Pharmacy

HB 236 3 Sub: Charitable Prescription Drug Recycling
Program. This bill creates a charitable prescription drug
recycling program that allows certain pharmacies to accept and
dispense donated unused prescription medications to certain
individuals.

Administrative Rule Writing Topics

The Division and the Utah Board of Pharmacy have recently
started a second monthly meeting to draft administrative rule.
The meetings are held at 8:30 am on the first Wednesday of each
month and are held in the North Conference Room of the Division
building, the Heber M. Wells Building (160 E 300 S, Salt Lake
City, UT). The meetings are open to the public, and interested
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parties are encouraged to attend. The following is a list of topics
that are in the rule drafting process.
♦♦ Charitable prescription drug recycling program
♦♦ Veterinary pharmaceutical facilities
♦♦ Methadone clinics
♦♦ Third-party logistics providers
♦♦ Volunteer health care continuing education (CE)
♦♦ CE
♦♦ Central processing
♦♦ Name, ownership, and location change
♦♦ Positive identification
♦♦ Medication therapy management
♦♦ Nuclear pharmacy
♦♦ Prescription misfills
♦♦ Hospice facilities

News From the Compounding Task Force

Changes are coming to United States Pharmacopeia (USP)
Chapter <797>, and a new USP Chapter <800> will enter the compounding arena. Embrace the changes and additions, as they will
not only bring higher standards but will also allow for improved
patient safety and overall higher-quality compounded products.
The USP Compounding Expert Committee published the proposed revisions to USP Chapter <797> on September 25, 2015,
and the public comment session ended on January 31, 2016.
Expect to see this chapter published and released late 2016 or
early 2017. Once the chapter is finalized, the changes likely will
require more resources and focus devoted to quality assurance
and control activities to ensure pharmacies are achieving and
maintaining a proper state of control and can prove it. Some of
the major changes that will be seen are moving three risk levels to
two categories, requirements for quarterly personnel monitoring,
beyond-use dating and storage times (45 days maximum regardless of sterility testing), and monthly requirements for viable air
sampling and surface sampling.
USP Chapter <800> will become official and effective on July
1, 2018, and the Board will adopt this chapter into its rules as it
incorporated USP Chapters <795> and <797>. The backbone of
the chapter highlights containment strategies and quality standards
for handling hazardous drugs to promote patient safety, worker
safety, and environmental protection. The majority of the chapter
concentrates on facilities and engineering controls, which will
prove to be the biggest challenges as well as the most expensive
for pharmacies. Get ready now and utilize the gap analysis created
by the International Journal of Pharmaceutical Compounding at
www.compoundingtoday.com.
Compounding labeling requirements have been updated to
mirror more closely USP Chapters <795> and <797> and became
effective in rule on April 21, 2016. These changes start at Utah
Administrative Code (UAC) R156-17b-614a(3)d. It may be helpful to make a list of items that should be included in the master
formulation and compounding records. Division investigators/
inspectors have indicated not all items are accounted for during
their inspections. Also, it is imperative you meet all the requirements with the duplicate label and that all pertinent sample labeling
information such as active ingredients, beyond-use date, storage
conditions, and lot number are provided on the final product given
to the patient.

Minutes from the Compounding Task Force meetings can be
found on the Division website (lower right-hand corner), and
meetings are open to attend. The task force’s next meetings are
scheduled for August 16 and November 15 in the North Conference Room of the Division building from 7 to 9 am.

Pharmacy Inspectors Information

Division inspectors/investigators are frequently asked in Board
meetings what are the problems or violations they find in pharmacies on random inspections. Sadly, it consistently seems to be
some of the same issues. Please look over the following areas in
your pharmacy to make sure that you are compliant with the Utah
Pharmacy Practice Act and Pharmacy Practice Act Rule.

Expired Medication in Dispensing Stock

UAC R156-17b-605(1) states that “[a]ll out of date legend
drugs and controlled substances shall be removed from the inventory at regular intervals and in correlation to the beyond use date
imprinted on the label.”
The Board suggests that you implement what works for your
pharmacy, whether it is tagging soon-to-expire medication or
assigning shelves for which individual employees are to be
responsible. Additionally, if your pharmacy compounds, examine
the expiration dates for your compounding stock.

Annual Inventories of CS

Refer to UAC R156-17b-605(2)(a)(b)(c)(d)(e)(f)(g)(h)(i)(j).
Familiarize yourself and staff with these general requirements
for inventory of CS. Some of the requirements that Board staff
find in noncompliance during inspections are: the required five
years are filed in multiple places or filed in storage that is not
readily available to inspect; Schedule II and Schedule III-V CS
are not inventoried or listed separately; not documenting when
the inventory is conducted by time, date, and opening or closing
of business; or without signatures.

Compounding Nonsterile and Sterile

Master Worksheet Documentation
[UAC R156-17b-614a(3)(e)(i)(ii)(iii)(iv)(v)(vi)(vii)(viii)(A-D)
(ix)(A-D)(x)(xi)(xii)(xiii)]
Preparation Worksheet Documentation
[UAC R156-17b-614a(3)(e)(i)(ii)(iii)(iv)(v)(vi)(vii)(viii)(ix)(x)
(xi)(xii)(A-D)(xiv)(A-D)(I-III)(xvii)(xviii)(xix)]
Documentation on both Master Worksheets and Preparation
Worksheets require many items to be compliant with USP Chapters
<795> and <797>. Review your current Preparation Worksheets
and Master Worksheets to see if additional information needs to
be included to be compliant.
These are the most common violations that staff is currently
finding. Please address these areas with your facility.
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