STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULEMAKING
PROCEEDINGS BEFORE THE : REPORT TO THE LEGISLATURE
PHARMACY EXAMINING BOARD : CR 24-070

I1.

I11.

Iv.

VI

VII.

THE PROPOSED RULE:
The proposed rule, including the analysis and text, is attached.

REFERENCE TO APPLICABLE FORMS: N/A

FISCAL ESTIMATE AND EIA:
The Fiscal Estimate and EIA is attached.

DETAILED STATEMENT EXPLAINING THE BASIS AND PURPOSE OF THE
PROPOSED RULE, INCLUDING HOW THE PROPOSED RULE ADVANCES
RELEVANT STATUTORY GOALS OR PURPOSES:

This rule project revises ch. Phar 8 to reduce regulatory burdens on pharmacies, while
maintaining public safety. These revisions include the addition of language regarding
changes to controlled substances prescriptions, amendments to remove language
regarding suspicious controlled substances orders, and amendments to clarify that partial
dispensing of controlled substances is allowed.

SUMMARY OF PUBLIC COMMENTS AND THE BOARD’S RESPONSES,
EXPLANATION OF MODIFICATIONS TO PROPOSED RULES PROMPTED
BY PUBLIC COMMENTS:
The Pharmacy Examining Board held a public hearing on October 24, 2024 on both EmR
2411 and CR 24-070. The following people either testified at the hearing, or submitted
written comments:

e Amy Warmenhoven — De Pere, WI

The Pharmacy Examining Board summarizes the comments received either by hearing
testimony or by written submission as follows:
e Amy Warmenhoven’s comments are: “Please make it possible for auto-refills of
ADD and ADHD maintenance medications. Why is a prescription not enough?”

The Pharmacy Examining Board did not make any modifications to its rule-making
proposal based on public comments.

RESPONSE TO LEGISLATIVE COUNCIL STAFF RECOMMENDATIONS:
All of the recommendations suggested in the Clearinghouse Report have been accepted in
whole.

REPORT FROM THE SBRRB AND FINAL REGULATORY FLEXIBILITY
ANALYSIS: N/A
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STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULEMAKING : PROPOSED ORDER OF THE
PROCEEDINGS BEFORE THE : PHARMACY EXAMINING BOARD
PHARMACY EXAMINING BOARD : ADOPTING RULES

(CLEARINGHOUSE RULE 24-070)

PROPOSED ORDER

An order of the Pharmacy Examining Board to amend Phar 8.04, repeal and recreate Phar
8.07, and create Phar 8.03 (3), relating to requirements for controlled substances.

Analysis prepared by the Department of Safety and Professional Services.

ANALYSIS
Statutes interpreted: ss. 450.09, 450.11 (1m), and 961.31, Stats.

Statutory authority: ss. 15.08 (5) (b), 450.02 (2) (a), 450.02 (3) (a), (d), and (e).,
961.31, Stats.

Explanation of agency authority:

Section 15.08 (5) (b), Stats. states that “[t]he Board shall promulgate rules for its own
guidance and for the guidance of the trade or profession to which it pertains, and define
and enforce professional conduct and unethical practices not inconsistent with the law
relating to the particular trade or profession.”

Section 450.02 (2) (a), Stats. provides that the board shall adopt rules defining “the active
practice of pharmacy. The rules shall apply to all applicants for licensure under s.
450.05.”

Section 450.02 (3) (a), Stats. provides that the board “may promulgate rules [r]elating to
the manufacture of drugs and the distribution and dispensing of prescription drugs.”

Section 450.02 (3) (d), Stats. provides that the board “may promulgate rules [n]ecessary
for the administration and enforcement of this chapter and ch. 961.”

Section 450.02 (3) (e), Stats. provides that the board “may promulgate rules
[e]stablishing minimum standards for the practice of pharmacy.”

Section 961.31, Stats. providers that “[t]he pharmacy examining board may promulgate

rules relating to the manufacture, distribution, and dispensing of controlled substances
within this state.”

Page 1



Related statute or rule: Wisconsin Administrative Code ch. Phar 7

Plain language analysis: This rule project revises ch. Phar 8 to reduce regulatory
burdens on pharmacies, while maintaining public safety. These revisions include the
addition of language regarding changes to controlled substances prescriptions,
amendments to remove language regarding suspicious controlled substances orders, and
amendments to clarify that partial dispensing of controlled substances is allowed.

Summary of, and comparison with, existing or proposed federal regulation: The
practice of pharmacy is not regulated by the federal government and Wisconsin has its
own controlled substances schedules. However, the federal government does regulate
federally controlled substances and the vast majority of Wisconsin controlled substances
are also federally controlled substances. Title 21 CFR Chapter II governs federally
scheduled controlled substances, including: registration of manufacturers, distributors and
dispensers of controlled substances; prescriptions; orders for schedule I and II controlled
substances; requirements for electronic orders and prescriptions; and disposal.

Summary of public comments received on statement of scope and a description of
how and to what extent those comments and feedback were taken into account in
drafting the proposed rule: The Pharmacy Examining Board held a Preliminary
Hearing on Statement of Scope for this project on August 31, 2023. No comments were
received.

Comparison with rules in adjacent states:

Ilinois: 225 Illinois Compiled Statutes 85 outlines Illinois’ Pharmacy Practice Act.
These statutes are further described in the Illinois Administrative Code Title 68 Part
1330. Included in both are requirements for pharmacy standards and pharmacy operation
[225 Tllinois Compiled Statutes 85, Illinois Administrative Code Title 68 Chapter VII
Subchapter b Part 1330 Sections 1330.600 to 1330.800]. Illinois law also requires a
pharmacist to report theft or loss of controlled substances to the board at the same time it
is reported to the DEA [Illinois Administrative Code Title 68 Chapter VII Subchapter b
Part 1330 Sections 1330.710].

In the Illinois Controlled Substances Act, partial filling of schedule III to V controlled
substances is allowed within 6 months after the date the prescription was issued, as long
as the total quantity dispensed does not exceed the total quantity prescribed and each
partial fill is recorded in the same manner as a refill. Schedule II partial refills are
allowed under certain circumstances. Those circumstances include if the pharmacist is
unable to provide the full quantity of a prescription, then the remaining quantity may be
filled within 72 hours. If the remaining quantity is not filled within 72 hours, the
pharmacist shall notify the prescribing practitioner and a new prescription is required to
dispense any further quantity of that medication. Other circumstances include
requirements for partial filling of schedule II controlled substance prescriptions for
patients in long term care facilities with a terminal illness [Illinois Administrative Code
Title 77 Chapter XV Part 3100 Section 3100.420]. Illinois also allows certain changes to
schedule II controlled substance prescriptions. Outside of the changing or adding the
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date, name of the patient, name of the prescriber or adding a signature, and the name of
the drug, any other components of a schedule II controlled substance prescription may be
changed after consultation with the prescriber [Illinois Administrative Code Title 77
Chapter XV Part 3100 Section 3100.400].

Towa: The Iowa Pharmacy Board requires pharmacist to report theft or loss of controlled
substances to the lowa Board if there is reason to believe that the theft was committed by
a pharmacy board licensee, otherwise it is sufficient to report the theft to the DEA [657
Iowa Administrative Code Chapter 10 Section 10.21]. Iowa allows the partial filling of
schedule II controlled substance prescriptions if there is an insufficient supply on hand
for the pharmacist, for a long-term care or terminally patient, or a patient or prescriber
request [657 lowa Administrative Code Chapter 10 Section 10.27]. Changes to schedule
IT controlled substances are allowed after consultation with the prescriber or prescriber’s
agent in the areas of drug strength, dosage form, drug quantity, directions for use, date
the prescription was issued, or the prescriber’s address or DEA registration number. The
pharmacist is not allowed to change the patient’s name, the controlled substance
prescribed except for generic substitution, or the name or signature of the prescriber [657
Iowa Administrative Code Chapter Section 10.30].

Michigan: Michigan requires theft or diversion of a controlled substance to be reported
to the Michigan Department of Licensing and Regulatory Affairs within 15 days of
completion of an investigation regarding a suspected theft or significant loss of a
controlled substance, whether or not it is also reported to the DEA [Michigan
Administrative Rules R 338.3141]. Michigan allows partial dispensing of schedule II
controlled substances when the pharmacist is unable to supply the full quantity, at the
request of the patient or prescriber, or for a patient in a long-term care facility or one who
has a terminal illness. When the pharmacist is unable to supply the full quantity of a
schedule II controlled substance prescription, the remaining quantity must be dispensed
within 72 hours. If the remaining quantity is not dispensed within 72 hours, the
pharmacist is required to notify the prescriber and a new prescription is required to
dispense any further quantity. When a patient or prescriber requests a partial refill of a
schedule II controlled substance prescription, the remaining portion may be dispensed
within 30 days after the date of the on which the prescription was written. When the
schedule II controlled substance prescription is for a patient in a long-term care facility or
for one with a terminal illness, individual dosage units may be dispensed and the
prescription is valid for 60 days from the issue date. Partial filling of schedule III to V
controlled substances prescriptions is also allowed as long as each partial fill is recorded
as the same manner as a refill, the total quantity dispensed is not more than the total
prescribed, and no dispensing can occur after 6 months for the date the prescription was
issued [Michigan Administrative Rules R 338.3166]. Michigan Administrative Rules do
not appear to mention requirements for changes to controlled substance prescriptions.
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Minnesota: Minnesota allows the partial filling of schedule II controlled substances for
patients in long term care facilities or those that are terminally ill [Minnesota
Administrative Code Section 6800.4300]. Pharmacists, drug wholesalers, drug
manufacturers, and controlled substance researchers must report loss or theft of
controlled substances to the DEA immediately [Minnesota Administrative Code Section
6800.4800]. Minnesota Administrative Rules do not appear to mention requirements for
changes to controlled substance prescriptions.

Summary of factual data and analytical methodologies The Pharmacy Examining
Board completed a comprehensive review of ch. Phar 8, Requirements for Controlled
Substances, in order to identify and make revisions to ensure the chapters are statutorily
compliant with state and federal law and are current with professional standards and
practices. The Board also evaluated ch. Phar 8 for ways to reduce the regulatory impact
on pharmacies without negatively impacting public safety.

Analysis and supporting documents used to determine effect on small business or in
preparation of economic impact analysis:

The rule was posted for 14 days on the Department of Safety and Professional Services
website to solicit economic impact comments, including how the proposed rules may
affect businesses, local municipalities, and private citizens. No comments were received.

Fiscal Estimate and Economic Impact Analysis:
The Fiscal Estimate and Economic Impact Analysis is attached.

Effect on small business:

These proposed rules do not have an economic impact on small businesses, as defined in
s.227.114 (1), Stats. The Department’s Regulatory Review Coordinator may be
contacted by email at Jennifer.Garrett@wisconsin.gov, or by calling (608) 266-2112.

Agency contact person:

Nilajah Hardin, Administrative Rules Coordinator, Department of Safety and
Professional Services, Division of Policy Development, P.O. Box 8366, Madison,
Wisconsin 53708-8366; email at DSPSAdminRules@wisconsin.gov.

Place where comments are to be submitted and deadline for submission:

Comments may be submitted to Nilajah Hardin, Administrative Rules Coordinator,
Department of Safety and Professional Services, Division of Policy Development, P.O.
Box 8366, Madison, Wisconsin 53708-8366, or by email to
DSPSAdminRules@wisconsin.gov. Comments must be received on or before the public
hearing, held on October 24, 2024, to be included in the record of rule-making
proceedings.
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TEXT OF RULE

SECTION 1. Phar 8.03 (3) is created to read:

Phar 8.03 (3) A pharmacist may use professional judgment to contact prescribers for
changes to controlled substances prescriptions as needed and in accordance with federal
law and s. Phar 7.02 (5).

SECTION 2. Phar 8.04 is amended to read:

Phar 8.04 Notification of suspicious-orders-for-and theft or loss of controlled
substances. A pharmacy or pharmacist shall notify the board of a suspietous-orderor

series-of orders-forecontrolled-substanees-or-the theft or loss of controlled substances on
the same day notification is required to be provided to the drug enforcement
administration. Notification to the board shall include all of the information required to
be provided in the notification to the drug enforcement administration.

SECTION 3. Phar 8.07 is repealed and recreated to read:

Phar 8.07 Partial Dispensing. A pharmacist may partially dispense a controlled
substance in accordance with federal law.

SECTION 4. EFFECTIVE DATE. The rules adopted in this order shall take effect on the
first day of the month following publication in the Wisconsin Administrative Register,
pursuant to s. 227.22 (2) (intro.), Stats.

(END OF TEXT OF RULE)

11/19/2024 B szffmf

Dated Agency —

Chairperson
Pharmacy Examining Board
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STATE OF WISCONSIN DIVISION OF EXECUTIVE BUDGET AND FINANCE
DEPARTMENT OF ADMINISTRATION 101 EAST WILSON STREET, 10TH FLOOR
DOA-2049 (R09/2016) P.0. BOX 7864
MADISON, WI 53707-7864

FAX: (608) 267-0372

ADMINISTRATIVE RULES
Fiscal Estimate & Economic Impact Analysis

1. Type of Estimate and Analysis 2. Date
X Original [] Updated []Corrected 09/23/24

3. Administrative Rule Chapter, Title and Number (and Clearinghouse Number if applicable)
Phar 8 (Permanent Rule)

4. Subject
Controlled Substances Requirements

5. Fund Sources Affected 6. Chapter 20, Stats. Appropriations Affected
OGPR [FED [XPRO [JPRS []SEG []SEG-S 20.165 (1) (g)

7. Fiscal Effect of Implementing the Rule
[ No Fiscal Effect [ Increase Existing Revenues X Increase Costs [] Decrease Costs
[] Indeterminate [1 Decrease Existing Revenues [] Could Absorb Within Agency’s Budget

8. The Rule Will Impact the Following (Check All That Apply)
[] State’s Economy [] Specific Businesses/Sectors
] Local Government Units [ Public Utility Rate Payers
[] Small Businesses (if checked, complete Attachment A)

9. Estimate of Implementation and Compliance to Businesses, Local Governmental Units and Individuals, per s. 227.137(3)(b)(1).

$0

10. Would Implementation and Compliance Costs Businesses, Local Governmental Units and Individuals Be $10 Million or more Over
Any 2-year Period, per s. 227.137(3)(b)(2)?

[1Yes X No

11. Policy Problem Addressed by the Rule

This rule project revises ch. Phar 8 to reduce regulatory burdens on pharmacies, while maintaining public safety. These
revisions include the addition of language regarding changes to controlled substances prescriptions, amendments to
remove language regarding suspicious controlled substances orders, and amendments to clarify that partial dispensing of
controlled substances is allowed.

12. Summary of the Businesses, Business Sectors, Associations Representing Business, Local Governmental Units, and Individuals
that may be Affected by the Proposed Rule that were Contacted for Comments.

The rule was posted on the Department's website for 14 days to solicit public comment on economic impact, including
how the proposed rules may affect businesses, local government units, and individuals. No comments were received.

13. Identify the Local Governmental Units that Participated in the Development of this EIA.
None.

14. Summary of Rule’s Economic and Fiscal Impact on Specific Businesses, Business Sectors, Public Utility Rate Payers, Local
Governmental Units and the State’s Economy as a Whole (Include Implementation and Compliance Costs Expected to be
Incurred)

DSPS estimates a total of $5,025 in one-time costs for implemetning this rule. The estimated funds support the
equivalent of a 0.1 limited term employee and their associated overhead for rulemaking activites and form and website
updates. The one-time costs cannot be absorbed in the currently appropriated agency budget.

15. Benefits of Implementing the Rule and Alternative(s) to Implementing the Rule
The benefits of implementing this rule are alignment of Wisconsin requirements for controlled substances with DEA
requirements and standards.

16. Long Range Implications of Implementing the Rule
The long range implications of implementing this rule is clear requirements for practcing Pharmacy in the area of controlled
substances..

17. Compare With Approaches Being Used by Federal Government



STATE OF WISCONSIN DIVISION OF EXECUTIVE BUDGET AND FINANCE
DEPARTMENT OF ADMINISTRATION 101 EAST WILSON STREET, 10TH FLOOR
DOA-2049 (R09/2016) P.0. BOX 7864
MADISON, WI 53707-7864

FAX: (608) 267-0372

ADMINISTRATIVE RULES
Fiscal Estimate & Economic Impact Analysis

The practice of pharmacy is not regulated by the federal government and Wisconsin has its own controlled substances
schedules. However, the federal government does regulate federally controlled substances and the vast majority of
Wisconsin controlled substances are also federally controlled substances. Title 21 CFR Chapter II governs federally
scheduled controlled substances, including: registration of manufacturers, distributors and dispensers of controlled
substances; prescriptions; orders for schedule I and II controlled substances; requirements for electronic orders and
prescriptions; and disposal.

18. Compare With Approaches Being Used by Neighboring States (lllinois, lowa, Michigan and Minnesota)

Ilinois: 225 Illinois Compiled Statutes 85 outlines Illinois’ Pharmacy Practice Act. These statutes are further described
in the Illinois Administrative Code Title 68 Part 1330. Included in both are requirements for pharmacy standards and
pharmacy operation [225 Illinois Compiled Statutes 85, Illinois Administrative Code Title 68 Chapter VII Subchapter b
Part 1330 Sections 1330.600 to 1330.800]. Illinois law also requires a pharmacist to report theft or loss of controlled
substances to the board at the same time it is reported to the DEA [Illinois Administrative Code Title 68 Chapter VII
Subchapter b Part 1330 Sections 1330.710].

In the Illinois Controlled Substances Act, partial filling of schedule III to V controlled substances is allowed within 6
months after the date the prescription was issued, as long as the total quantity dispensed does not exceed the total
quantity prescribed and each partial fill is recorded in the same manner as a refill. Schedule II partial refills are allowed
under certain circumstances. Those circumstances include if the pharmacist is unable to provide the full quantity of a
prescription, then the remaining quantity may be filled within 72 hours. If the remaining quantity is not filled within 72
hours, the pharmacist shall notify the prescribing practitioner and a new prescription is required to dispense any further
quantity of that medication. Other circumstances include requirements for partial filling of schedule II controlled
substance prescriptions for patients in long term care facilities with a terminal illness [Illinois Administrative Code Title
77 Chapter XV Part 3100 Section 3100.420]. Illinois also allows certain changes to schedule II controlled substance
prescriptions. Outside of the changing or adding the date, name of the patient, name of the prescriber or adding a
signature, and the name of the drug, any other components of a schedule II controlled substance prescription may be
changed after consultation with the prescriber [Illinois Administrative Code Title 77 Chapter XV Part 3100 Section
3100.400].

Iowa: The lowa Pharmacy Board requires pharmacist to report theft or loss of controlled substances to the lowa Board if
there is reason to believe that the theft was committed by a pharmacy board licensee, otherwise it is sufficient to report
the theft to the DEA [657 lowa Administrative Code Chapter 10 Section 10.21]. Iowa allows the partial filling of
schedule II controlled substance prescriptions if there is an insufficient supply on hand for the pharmacist, for a long-
term care or terminally patient, or a patient or prescriber request [657 lowa Administrative Code Chapter 10 Section
10.27]. Changes to schedule II controlled substances are allowed after consultation with the prescriber or prescriber’s
agent in the areas of drug strength, dosage form, drug quantity, directions for use, date the prescription was issued, or the
prescriber’s address or DEA registration number. The pharmacist is not allowed to change the patient’s name, the
controlled substance prescribed except for generic substitution, or the name or signature of the prescriber [657 [owa
Administrative Code Chapter Section 10.30].

Michigan: Michigan requires theft or diversion of a controlled substance to be reported to the Michigan Department of
Licensing and Regulatory Affairs within 15 days of completion of an investigation regarding a suspected theft or
significant loss of a controlled substance, whether or not it is also reported to the DEA [Michigan Administrative Rules
R 338.3141]. Michigan allows partial dispensing of schedule II controlled substances when the pharmacist is unable to
supply the full quantity, at the request of the patient or prescriber, or for a patient in a long-term care facility or one who
has a terminal illness. When the pharmacist is unable to supply the full quantity of a schedule II controlled substance
prescription, the remaining quantity must be dispensed within 72 hours. If the remaining quantity is not dispensed within
72 hours, the pharmacist is required to notify the prescriber and a new prescription is required to dispense any further
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STATE OF WISCONSIN DIVISION OF EXECUTIVE BUDGET AND FINANCE
DEPARTMENT OF ADMINISTRATION 101 EAST WILSON STREET, 10TH FLOOR
DOA-2049 (R09/2016) P.0. BOX 7864
MADISON, WI 53707-7864

FAX: (608) 267-0372

ADMINISTRATIVE RULES
Fiscal Estimate & Economic Impact Analysis

quantity. When a patient or prescriber requests a partial refill of a schedule II controlled substance prescription, the
remaining portion may be dispensed within 30 days after the date of the on which the prescription was written. When the
schedule II controlled substance prescription is for a patient in a long-term care facility or for one with a terminal illness,
individual dosage units may be dispensed and the prescription is valid for 60 days from the issue date. Partial filling of
schedule III to V controlled substances prescriptions is also allowed as long as each partial fill is recorded as the same
manner as a refill, the total quantity dispensed is not more than the total prescribed, and no dispensing can occur after 6
months for the date the prescription was issued [Michigan Administrative Rules R 338.3166]. Michigan Administrative
Rules do not appear to mention requirements for changes to controlled substance prescriptions.

Minnesota: Minnesota allows the partial filling of schedule II controlled substances for patients in long term care
facilities or those that are terminally ill [Minnesota Administrative Code Section 6800.4300]. Pharmacists, drug
wholesalers, drug manufacturers, and controlled substance researchers must report loss or theft of controlled substances
to the DEA immediately [Minnesota Administrative Code Section 6800.4800]. Minnesota Administrative Rules do not
appear to mention requirements for changes to controlled substance prescriptions.

19. Contact Name 20. Contact Phone Number
Nilajah Hardin, Administrative Rules Coordinator (608) 267-7139

This document can be made available in alternate formats to individuals with disabilities upon request.



STATE OF WISCONSIN DIVISION OF EXECUTIVE BUDGET AND FINANCE
DEPARTMENT OF ADMINISTRATION 101 EAST WILSON STREET, 10TH FLOOR
DOA-2049 (R09/2016) P.0. BOX 7864
MADISON, WI 53707-7864

FAX: (608) 267-0372

ADMINISTRATIVE RULES
Fiscal Estimate & Economic Impact Analysis

ATTACHMENT A

1. Summary of Rule’s Economic and Fiscal Impact on Small Businesses (Separately for each Small Business Sector, Include
Implementation and Compliance Costs Expected to be Incurred)

2. Summary of the data sources used to measure the Rule’s impact on Small Businesses

3. Did the agency consider the following methods to reduce the impact of the Rule on Small Businesses?
[ Less Stringent Compliance or Reporting Requirements

[ Less Stringent Schedules or Deadlines for Compliance or Reporting

[] Consolidation or Simplification of Reporting Requirements

[] Establishment of performance standards in lieu of Design or Operational Standards

[C] Exemption of Small Businesses from some or all requirements

[] other, describe:

4. Describe the methods incorporated into the Rule that will reduce its impact on Small Businesses

5. Describe the Rule’s Enforcement Provisions

6. Did the Agency prepare a Cost Benefit Analysis (if Yes, attach to form)
[JYes [No




