State of Utah
inistrative Rule Analysis

* The agency identified below in box 1 provides notice of proposed rule change pursuant to Utah Code Section 63G-3-301.
* Please address questions regarding information on this notice to the agency.

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

* The full text of all rule ﬁhngs may also be mspected at the Division of Admmlstratxve Rules.

, . _ SectioﬁdNo. »
Utah Admm Code Ref(R no. ) -
Changed to Admm Code Ref (R no)

1. Agency: - ‘ ; Commerce/Divisidn of Obccupational__add Professional Licénsing
Room no.: - » N | " k '
Building: - | - HeberM Wells Bul]dlng
Street addyfesAsﬂlv;:‘ ‘ / . 160 East 300 South :

Street addressZ | : o
City, state, zip: alt Lake City ut 841 1 23 6

'Malllng address l:‘ A K “PO vBox 146?41 -

’ ;Mallmg address 2 o
City, state, zip: . ‘ti‘SaIt‘Lake Cuy UT 841 14 6741
thtact pekrkéydnkk(s): - , )
Name: VV ; | ~_ Phone: i Fax: E-mall
" Dane Ishihara “ ;‘801-530-7632 | 801-530-6511 dlshlhara@utah gov

‘ (Intéf«:it@d ’:bersgr}s maymspectthtsﬁlmg é:t‘ theabovc ddd’re"ss‘pr;a; the A "atwe Rulg# dqring Busineﬁs hours)
2. Tltle of rule or sectlon (catchlme)
Pharmacy Pracnce Act Rule
3 Type of notlce‘ o
New __ Amendment XXXX Repeal Repeal and Reenact
4, Purpose of the rule or reason for the change:

H.B. 236, passed by the Legislature during the 2016 General Session, created a charitable prescription drug recycling
program and required the Division to make rules to implement the program in consultation with the Utah State Board
of Pharmacy. The Division is filing these proposed new rules to accomplish this mandate.

S. This change is a response to comments from the Adminisfrat‘iVé Rules Review animittee.
‘No XXXX; Yes |

6. *'Summary of the rule or change:




" Section R156-17b- 904: The authorizing statute prohibits a pharmacy from accepting or dispensing a drug under the
‘program after either the drug label's beyond-use date, the expiration date recommended by the manufacturer, or any
later date that has been established by division rule, This section makes clear that the division in collaboration with the
Utah State Board of Pharmacy has not established any dates later than the beyond-use dates or the manufacturer's
“recommended expiration dates. Section R156-17b- 905: This section establishes the handling fees an eligible pharmacy
may charge for accepting or dispensing a drug under the program. Section R156-17b- 907a: This section establishes the
registration requirements to become an eligible pharmacy allowed to participate in the program. Section R156-17b-
907b: This section establishes the formulary of eligible prescription drugs for the program. Section R156-17b- 907¢:
This section establishes the program standards and procedures that eligible pharmacies must create and maintain.
Section R156-17b- 907d: This section establishes that the division will coordinate annual meetings between (1) the
_Department of Health and eligible pharmacies, to obtain input to establish program standards and procedures for
assisted living and nursing care facilities; and (2) between the Division of Substance Abuse and Mental Health and
eligible pharmacies, to obtain input to establish program standards and procedures for mental health and substance
abuse clients. Section R156~17b- 907e: This section requires an eligible pharmacy to create and maintain a training
.program for its pharmacists and pharmacy technicians to complete before they participate in the program, and requires
“the pharmacy to mamtam a two-year record of such trammg

Aggregate antncnpated cost or savmgs to
A) State budg t: L
Affected N W_, Yes XX

;'The Division wnll incur mmlmal costs of approxnmately $?5 (}0 to prmt and dlstrlbute the rule once the proposed
“*amendments are made effective. Any printing and distribution costs incurred will be absorbed in the Division's current
budget. Additional costs of registration and regulatory enforcement were included in the Legislature's consideration of
H.B. 236.

'B) Local government )
© Affected: - No Yes XXX

"Local govemments that choose to pamclpate in the program in coordmatlon with an ehglble pharmacy may be
impacted by the costs of program management and recordkeeping. However, costs of participation would likely be
offset by the savings resulting from enhanced health services to medically indigent persons within the local
government's jurisdiction, which could result in a cost savings to the local government and to its community as a
whole. One or more citizens may have their lives saved, or be able to work, or be able to better take care of their own
needs and activities of daily living due to the availability of prescriptions issued pursuant to this program. This may

- translate into a cost savings for those persons as well as for their friends and families and the local government that
provides them services. The Division is not able to determine any exact amount of costs or savings due to varying

_%‘/cnrcumstances

-C) Small busmesses ( srﬁall bﬁéiness" means a buéinessﬁoroploy‘ing fewer tharr 50 persons}

‘ Affected ,No : Yes XXXX

Sma I- busmess pharmacres that choose to partxclpate in the program may be lmpacted by the costs of program
- management and recordkeeping, as well as lost revenue if they substitute time they could be billing for professional
services to provide these services under the program. These costs may be slightly offset by the allowed handling fees,
and the small-business pharmacies may also receive “goodwill” benefits in their community from their volunteer
‘services, and benefit from increased traffic to their location. The amount of the cost or savings cannot be estimated as it
will vary from business to busmess dependmg on the services provided.

D) Persons other than small busmesses, busmesses, or local government entmes( person" means any individual,
~“partnership, corporation, association, governmental entity, or public or private organization of any character other than
.an agency):

Affected:  No__; Yes XXXX
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11

: Sectlon 58- 37 1

Pharmacists are not required to participate in the program. This rule creates no fiscal impact for pnarmacists beyond

“those identified in House Bill 236. Medically indigent persons who could not obtain medication but for an eligible

pharmacy's participation in this program will receive the financial benefit of obtaining medication at little to no cost,
and may receive a significant financial benefit due to improved health. One or more medically indigent persons may
have their lives saved, or be able to work, or be able to take better care of their needs and activities of daily living due
to the availability of prescriptions issued pursuant to this program. This may translate into a cost savings for those

..persons as well as for their friends and families and the businesses who provide them goods and services. However, the

Dmsmn is not able to determine any exact : amount of savmgs due to val

ing circumstances.

'Comphance costs for affected persons S

A pharmacy that chooses to partlclpate in the program may be 1mpacted by the costs of program management and
recordkeeping, as well as lost revenue if the pharmacy substitutes time it could be billing for professional services to

“provide these services under the program. These costs may be slightly offset by the allowed handling fees, and the

- pharmacy may also receive “goodwill” benefits in its community from such volunteer services, and benefit from

* increased traffic to the pharmacy's location. The amount of the cost or savings cannot be estimated as it will vary from
“business to business depending on the services provided. A medically indigent individual who could not obtain

- medication but for an eligible pharmacy's participation in this program will receive the financial benefit of obtaining
‘medication at little to no cost, and may receive a significant financial benefit due to improved health. An individual

may have his or her life saved, or be able to work, or be able to take better care of his or her own needs and activities of

“daily living due to the availability of prescriptions issued to them pursuant to this program. This may translate into a

cost savings for this individual as well as for his or her friends and families and the businesses who provide the
individual with goods and services. However, the Division is not able to determine any exact amount of savings due to

varying circumstances.

A) Comments by the department head on the ﬁscal 1mpaet the rule may have on busmesses

These new rul es establish procedures that pemnt a"pharmacy to pamelpate ina recyc]mg program of prescnptxon drugs

_in order to benefit indigents requiring medication. The rules are created to fulfill the mandate to the Division to adopt

rules to implement H.B. 236, passed by the Legislature in its 2016 General Session. Although certain costs of record

. keeping, and training of pharmacists and licensed pharmacy technicians are inherent in the rules, no costs to business

are anticipated beyond those addressed in adoption of H.B. 236. Participation in the program is wholly voluntary by
‘the pharmacy. Further, the pharmacy is permitted to charge a small handling fee, which will offset costs of the

: program to the partici ating pharmacies

: B) Name and tltle o

Mlmmal fi scal lmpact to busmesses is ant1c1pated

:epartm nt head commentmg on the ﬁscal lmpacts 4

Francme A Glam Executwe Dlrector

This rule change is authorized or mandated by state law, and lmplements or lnterprets the followmg state and

federal laws.

State code or constltutlon cltatmns (requlred) (e.g., Secnon 63G-3-402; Subsectlon 63G 3-601(3), Article IV)
Sectlon 58-17b- wor o Subseetlon 58-17b-601(1)
- " Subsection 58-1-106(1)(a)

1 v202(l)(a)

ifiThls rule adds, updates, or - removes the followmg tltle of materlals meorporated by references (a copy of

materlals mcorporated by reference must be submitted to the Dmsmn of Admxmstratwe Rules;if none, Ieave blank):
' * First Incorpordtlon Second Incorporatlon

Official Title of Materials
Incorporated (from title page)
Publisher .

' Date Issued

Issue, or VeI‘SlOHf

ISBN Number (optlonal)

ISSN Number (optlonal)i

Cest of lncorporated Reference i

Actnon. Adds, updates, or removes P



12

13

14

15

(If this rule mcorporates more than two ttems by reference, please attach additional pages)

The public may submit written or oral comments to the agency identified in box 1. {The public may also request a
hearing by submitting a written request to the agency. The agency is required to hold a hearing if it receives requests

. from ten interested persons or from an association having not fewer than ten members. Additionally, the request must

be received by the agency not more than 15 days after the publication of this rule in the Utah State Bulletin. See
Sectlon 63G 3 302 and Rule R15-1 for more mformatlon)

A) Comments wxll be accepted untll 5 00 p m on (mm/dd/yyyy) v]2/15/v2616

B) A publlc hearmg (optloyfival) will be held - ' )
“On (mm!dd!yyyy) ‘ At (hh mm AM!PM) fiAt (ol ace)

11/1512016 T 9.00AM 160 Fast 300 South, Conference Room 474

¢ (4th floor), Salt Lake City, Utah

This rule change may become effective on (mm/dd/yyyy): ]2/22/20 16
NOTE: The date above is the date on which this rule MAY become;effectwe It is NOT the effective date Aﬁer the

. date designated in Box 12(A) above, the agency must submit a Notice of Effective Date to the Division of
‘Administrative Rules to make this rule effective. Failure to submit a Notice of Effective Date will result in this rule
1 apsmg and will requlre the agency to start the rulemakmg process over.

Indexmg mformatlon - keywords (maxlmum of four in lower case, except for acronyms (e.g., "GRAMA“) or proper

~mouns (e B “Medlcald"), may. not mclude the name of the agency:

pham\acnsts o » o hcensmg

pharmacies

Attach an RTF document contammg the text of this rule change ;R!56-17b.pt;02

(filename):

To the agency: Informatlon requested on thlS form is requxred by Sect:ons 63G 3- 301 302 303, and 402, Incomp ete
forms will be returned to the agency for completion, poss:b delaying publication in theUrah State Bulletin, and delaying
the ﬁrst posmble effectwe date

- AGENCY AUTHORIZATION
Agency head or Date
designee, and title: " (mm/dd/yyyy
: Pl2yfzoll.

' eRuIcs v. 2 ProposedRule doc 09/03/2009 (http www. rules utah. gov/agencyresources/fonns/ProposedRule doc)



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

R156-17b-904. Criteria for Eligible Prescription Drug - Beyond-
use Date or Expiration Date.

The division in collaboration with the board has not
established a date later than the beyond use date or the
expiration date recommended by the manufacturer for a specific
prescription drug.

R156-17b-905. Fees.

As authorized by Subsection 58-17b-905(2) (e), an eligible

pharmacy may charge the following handling fees:
1 Before accepting a prescription drug under the program:

$0 - $10; and
2 Before dispensing a prescription drug under the
program: $0 - S5,

R156-17b-907a. Registration Requirements - Eligible Pharmacy.

(1) A pharmacy seeking registration with the division as an
eligible pharmacy shall submit an application on a form provided
by the division.

(2) The division's form shall at a minimum require the
applicant pharmacy to establish that:

(a) the applicant is currently licensed and in good
standing with the division;

(b) the applicant agrees to maintain, subject to inspection
by the division, written standards and procedures in compliance
with Section R156-17b-907c;

(¢} the applicant agrees to create and maintain, subject to

inspection by the division, a special training program in
accordance with Section R156-17b-907e; and

d as reguired by Subsgection 58-17b-902 (8 the applicant
is operated by a county, county health department, a pharmacy
under contract with a countv health department, the Department of
Health, the Division of Substance Abuse and Mental Health, or a
charitable clinic.

R156-17b-907b. Formulary.

The formulary established under Subsection 58-17b-907(2)
shall include all prescription drugs approved by the federal Food
and Drug Administration that meet Section 58-17b-904 criteria,
except for:

(1) controlled substances:

(2) compounded drugs: and

(3) drugs that can only be dispensed toc a patient
registered with the drug's manufacturer per federal Food and Drug
Administration requirements.

R156~17b-907¢. Standards and Procedures - Eligible Pharmacies.




An eligible pharmacy shall maintain written standards and
procedures available for inspection by the division that:

(1)  satisfv the requirements of Section 58-17b-907; and

{2) satisfyv labeling reguirements of Subsectionsg 58-17b-
602 (5) through (8), and ensure that labels clearly identify the

eligible drug was dispensed under the program.

R156-17b-907d. Standards and Procedures - Facilities and Mental
Health and Substance Abuse Clients.
(1) In accordance with Subsection 58-17b-907(4) (a), the

division shall schedule and facilitate an annual meeting between
the Department of Health and eligible pharmacies to establish
program standards and procedures for assisted living facilities
and nursing care facilities; and

(2) TIn accordance with Subsection 58-17b-907(4) (b)), the
division shall schedule and facilitate an annual meeting between
the Division of Substance Abuse and Mental Health and eligible

pharmacies to establish program standards and procedures for
mental health and substance abuse clients.

R156-17b~907e. Special Training Program.

An eligible pharmacy shall:
(1) create and maintain a special training program that its
pharmacists and licensed pharmacy technicians shall complete

before participating in the program; and
(2) maintain a record for at least two vears of all

pharmacists and licensed pharmacy technicians that have completed
the special training program.

KEY: pharmacists, licensing, pharmacies

Date of Enactment or Last Substantive Amendment: [Aprii—231-
12016

Notice of Continuation: January 5, 2015

Authorizing, and Implemented or Interpreted Law: 58-17b-101; 58~
17b-601(1); 58-37-1; 58-1-106(1) (a); 58-1-202(1) (a)



