STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULEMAKING
PROCEEDINGS BEFORE THE : REPORT TO THE LEGISLATURE
PHARMACY EXAMINING BOARD : CR 23-054

I1.

I11.

Iv.

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:

The objective of the proposed rule is to implement the statutory changes from 2021
Wisconsin Act 101. These changes include the creation of s. Phar 6.025, which are rules
that specifically apply to remote dispensing sites, as well as amendments to s. Phar 7.43
to allow for remote dispensing sites to operate without the presence of a pharmacist.
Clarification was also added to ss. Phar 5.01 (4) and 8.01 (5) that pharmacies shall
include remote dispensing sites. The Board also added a definition of pharmacy graduates
to chapter Phar 1, and modified requirements in chapter Phar 7 to allow them to practice
pharmacy while waiting for their license to be granted.

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 26, 2023. The
following people either testified at the hearing, or submitted written comments:
e Richelle Andrae, Government Relations Specialist, Wisconsin Primary Health
Care Association (WCHA)
¢ Xin Rippel, Director of Pharmacy, Family Health Center Pharmacy — Marshfield
e Michael DeBisschop, Pharm.D.
e Danielle Womack, Vice President — Public Affairs, Pharmacy Society of
Wisconsin (PSW)

The Pharmacy Examining Board summarizes the comments received either by hearing
testimony or by written submission as follows:

e The WCHA expressed their support of the proposed rule project and requested
expedited implementation be prioritized by the Board. The WCHA also requested
that the Board address an issue with labelling prescriptions from remote
dispensing sites. Specifically, whether a separate label is allowed with the remote
dispensing site’s location listed.
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Xin Rippel provided background information on Family Heath Center of
Marshfield as it relates to pharmacy services to a rural population. They also
requested clarification on the process for registering as a remote dispensing site
and how that works with licensure, DEA registration and other regulatory
requirements.

Michael DeBisschop provided suggestions for changes in the following areas of
the rule project:

o Pharmacy graduates should also be included in s. Phar 7.61.

o Clarify whether pharmacists who supervise a remote dispensing site also
have to be located at a pharmacy or if they can be supervising a remote
dispensing site from a non-pharmacy location.

o Ins. Phar 7.43 (7) (c), clarify whether the 1500 hour work requirement
includes internship or rotation time, or if it only applies to paid work time.
Also, clarify the term “pharmacist delegate” with a definition or replace it
with a more descriptive term.

The PSW provided suggestions for changes to ss. Phar 7.43 (6) (a) and (b). They
recommended removing the term “supervising pharmacy,” as the term does not
accurately describe what is happening with remote dispensing sites.

The Pharmacy Examining Board explains modifications to its rule-making proposal
prompted by public comments as follows:

Phar 7.43 (4) (b) was amended to read “remote dispensing many not occur if a
pharmacist is not available remotely. A pharmacist shall provide direct
supervision of pharmacist delegates at remote dispensing pharmacies. A
pharmacist shall be available to the pharmacist delegate either in person or contact
by telecommunication means.”

Phar 7.43 (4) (a) 2. (intro.) was amended to read: “This remote dispensing
location is being supervised by a pharmacist employed by:”

Phar 7.43 (6) (intro.) was amended to read: “RESPONSIBILITIES OF MANAGING
PHARMACIST. The managing pharmacist responsible for the remote dispensing
pharmacist shall do all of the following:”

Phar 7.43 (b) (b) was repealed.

Phar 7.43 (7) (d) was created to read: “A pharmacist shall provide direct
supervision of pharmacist delegates. A pharmacist shall be available to the
pharmacist delegate either in person or contact via telecommunication means.”
Phar 7.60 and 7.61 were repealed.

Phar 1.02 (3m) was created to read: “’Direct Supervision’ means immediate,
whether in person or real time video conferencing where all parties can
communicate by simultaneous means of audio, video, or date communications,
availability to continually coordinate, direct and inspect in real time the practice
of another.”
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VI.

VII.

RESPONSE TO LEGISLATIVE COUNCIL STAFF RECOMMENDATIONS:

Comment: 5c. Ins. Phar 6.025 (intro.), consider revising the introductory statements to
use the active voice. [s. 1.05 (1) (d), Manual] Also, consider revising the first sentence of
the introduction, is it intended that any time a pharmacist remotely supervises a location,
that it is a sufficient condition to apply the specific rules for remote dispensing?

Response: The Board has accepted this comment and would like to note that any time a
pharmacist remotely supervises a location, the rules for remote dispensing apply.

All of the remaining 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 23-054)

PROPOSED ORDER

An order of the Pharmacy Examining Board to repeal Phar 1.02 (9), 7.43 (1), (3); and (4)
(d), and 7.61; amend Phar 7.43 (2), (4) (a) 2. (intro.), (4) (b), (5) (b), and (7) (intro.), and
7.62 (1); create Phar 1.02 (3m), (10m), and (14m), 5.01 (4), 6.025, and 8.01 (5); and
repeal and recreate Phar 7.43 (6), relating to remote dispensing.

Analysis prepared by the Department of Safety and Professional Services.

ANALYSIS
Statutes interpreted: ss. 450.02 (5) and 450.09 (1) and (2) (b) 2, Stats.
Statutory authority: ss. 15.08 (5) (b); 450.02 (3) (a), (d), and (e), and 450.02 (5), Stats.

Explanation of agency authority:

Section 15.08 (5) (b), Stats. states that “The 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 (3) (a), Stats. allows the board to “promulgate rules relating to the
manufacture of drugs and the distribution and dispensing of prescription drugs.”

Section 450.02 (3) (d), Stats. says that the board “may promulgate rules necessary for the
administration and enforcement of this chapter and ch. 961.”

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

Section 450.02 (5), Stats. provides that “the board may promulgate rules governing
pharmacies that are operated as remote dispensing sites. Rules promulgated under this
subsection may exempt pharmacies operated as remote dispensing sites from

requirements governing pharmacies that are not operated as remote dispensing sites.”

Related statute or rule: s. 961.31, Stats.
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Plain language analysis: The objective of the proposed rule is to implement the statutory
changes from 2021 Wisconsin Act 101. These changes include the creation of s. Phar
6.025, which are rules that specifically apply to remote dispensing sites, as well as
amendments to s. Phar 7.43 to allow for remote dispensing sites to operate without the
presence of a pharmacist. Clarification was also added to ss. Phar 5.01 (4) and 8.01 (5)
that pharmacies shall include remote dispensing sites. The Board also added a definition
of pharmacy graduates to chapter Phar 1, and modified requirements in chapter Phar 7 to
allow them to practice pharmacy while waiting for their license to be granted.

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: N/A

Comparison with rules in adjacent states:
Illinois: The Illinois Department of Financial and Professional Regulation is
responsible for the licensure and regulation of Pharmacy in Illinois, with input from the
Ilinois Board of Pharmacy. The Illinois Pharmacy Practice Act contains requirements
for pharmacy licensure and dispensing. There is a provision that allows a pharmacy
that is not in the same location as its home pharmacy, and services are being provided
during an emergency situation, to operate as an emergency remote pharmacy. The
Ilinois Department of Financial and Professional Regulation may also waive the
requirement for a pharmacist to be on duty at all times for state facilities that are not
treating human ailments. Additionally, automated pharmacy systems operated from a
remote site must be under continuous supervision of a pharmacist however, that
pharmacist is not required to be physically present if they can monitor the system
electronically [225 Illinois Complied Statutes ch. 85 s. 15 and 22b]. The Illinois
Department of Financial and Professional Regulation is also responsible for the
promulgation of rules to implement certain sections of the Illinois Pharmacy Practice
Act. These rules in the Illinois Administrative Code include definitions for
“emergency situation” and what is required in order to operate an emergency remote
temporary pharmacy [Illinois Administrative Code s. 1330.420].

In Illinois, graduate of a pharmacy program approved by the Illinois Department of
Financial and Professional Regulation may be registered as a pharmacy technician
with the “student pharmacist” designation, if they have graduated from said program
within the last 18 months. Student pharmacists are allowed to practice pharmacy under
the supervision of a pharmacist [225 Illinois Complied Statutes ch. 85 s. 9 (¢)].
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Iowa: The lowa Board of Pharmacy is responsible for the licensure and regulation of
Pharmacy practice in lowa. The lowa Pharmacy Practice Act rules are contained the
Iowa Administrative Code and include requirements for remote dispensing in hospital
pharmacies. Additionally, a pharmacist is required to be onsite at a telepharmacy site
for at least 16 hours per month and can otherwise monitor the site remotely. The
telepharmacy site is a separate licensure category from a correctional, hospital,
nuclear, or general pharmacy site. If the average number of prescriptions dispensed per
day exceeds 150 at a telepharmacy site, the pharmacist is required to be on site 100
percent of the time and the site must apply for licensure as a general pharmacy [657
Iowa Administrative Code sections 7.7 and 13.9 (6)].

In Iowa, graduates of a college of pharmacy approved by the lowa Board can register
as a “pharmacist-intern.” Pharmacist-interns are required to practice under the
supervision of a licensed pharmacist. This registration automatically terminates upon
the pharmacist-intern receiving “licensure to practice pharmacy in any state, lapse in
the pursuit of a degree in pharmacy, or one year following graduation from the college
of pharmacy,” whichever happens sooner [657 lowa Administrative Code sections 4.1
and 4.6 (3)].

Michigan: The Michigan Board of Pharmacy is responsible for the licensure and
regulation of pharmacy practice in Michigan. Act 368 Article 15 Part 177 of the
Michigan Compiled Laws includes the regulations for pharmacy in Michigan, among
several other occupations. Unless at a mental health facility or hospital, remote
pharmacies cannot be located within 10 miles of another pharmacy, unless a waiver is
granted by the Michigan Board. A pharmacist is required to oversee a remote
pharmacy; however, a qualified pharmacy technician must be on site at all times that
the pharmacy is open if the pharmacist in charge is not physically present. A
Pharmacist may not be responsible for more than three remote pharmacy sites at any
one time [Michigan Compiled Laws s. 333.17742a and b].

In Michigan, pharmacy graduates can apply for an educational limited license if they
are within 180 days of competing an approved educational program. Pharmacy
graduates practicing under an educational limited license may only do so under the
“personal charge of a pharmacist” [Michigan Administrative Code R 338.513].

Minnesota: The Minnesota Board of Pharmacy is responsible for the licensure and
regulation of pharmacy practice in Minnesota. Part 6800 of the Minnesota
Administrative Code includes the regulations for pharmacy in Minnesota. [Minnesota
Administrative Rules part 6800]. Chapter 151 of the Minnesota Statutes, or the
Pharmacy Practice and Wholesale Distribution Act, also includes pharmacy
regulations. According to Section 34 (10) of this chapter, it is unlawful to run a
pharmacy without a pharmacist in charge. Operation of a pharmacy without a
pharmacist present and on duty is only allowed under an approved variance by the
Board. [Minnesota Statutes 151.34 (10), 151.071 (2) (13)].
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In Minnesota, pharmacy graduates can apply for a “pharmacist-intern” registration if
they are a graduate of a pharmacy college approved by the Minnesota Board.
Pharmacist interns must practice under the direct supervision of a licensed pharmacist
[Minnesota Administrative Rules Chapter 6800 Parts 5100-5600].

Summary of factual data and analytical methodologies: The Board reviewed the
statutory changes from 2021 Wisconsin Act 101 and updated Wisconsin Administrative
Code Chapters Phar 1, 5, 6, 7, and 8 accordingly. While completing this review, the
Board also identified a need to create a definition of a Pharmacy Graduate and include
them in certain pharmacy practice circumstances.

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) 266-6795.

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; telephone 608-267-7139; 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 26, 2023, to be included in the record of rule-making
proceedings.

TEXT OF RULE

SECTION 1. Phar 1.02 (3m) is created to read:
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Phar 1.02 (3m) “Direct supervision” means immediate, whether in person or real time
video conferencing where all parties can communicate by simultaneous means of audio,
video, or data communications, availability to continually coordinate, direct and inspect
in real time the practice of another.

SECTION 2. Phar 1.02 (9) is repealed.
SECTION 3. Phar 1.02 (10m) and (14m) are created to read:

Phar 1.02 (10m) “Pharmacy graduate” means a graduate of a school of pharmacy
approved by the board, who has submitted an application for pharmacist licensure or a
qualified applicant awaiting examination for licensure approved by the board.

Phar 1.02 (14m) “Remote dispensing site” has the meaning given in s. 450.01 (21c¢),
Stats.

SECTION 4. Phar 5.01 (4) is created to read:

Phar 5.01 (4) For the purposes of this chapter and pursuant to s. 450.09 (1) (a), Stats.,
pharmacies shall include remote dispensing sites.

SECTION 5. Phar 6.025 is created to read:

Phar 6.025 Licenses; remote dispensing sites. A pharmacy may be subject to rules in
this section that apply only to remote dispensing sites, if a pharmacist remotely
supervises the location for any period of time. The following conditions shall also be
met:
(1) The licensee provides notice to the Board of all of the information outlined in
s. 450.06, Stats.
(2) The site meets all of the requirements listed in s. Phar 7.43.
(3) The site is any of the location types listed under s. 450.09 (2) (b) 1., Stats.
(4) A managing pharmacist shall report to the board if they are responsible for 5
or more remote dispensing sites. A managing pharmacist may not be
responsible for more than 10 remote dispensing sites at any given time without
approval from the board.

SECTION 6. Phar 7.43 (1) is repealed.
SECTION 7. Phar 7.43 (2) is amended to read:

Phar 7.43 (2) LOCATION. A pharmaeistor-a person engaged in the practice of pharmacy
under s. 450.03 (1) (f) or (g), ex); Stats., a pharmacy technician registered under s.

450.068, Stats., or a pharmacy graduate as defined in s. Phar 1.02 (10m) may dispense
at any of the locations under s. 450-62(Hte(4) 450.09 (2) (b) 1. a. to d., Stats.

SECTION 8. Phar 7.43 (3) is repealed.
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SECTION 9. Phar 7.43 (4) (a) 2. (intro.) and (4) (b) are amended to read:

Phar 7.43 (4) (a) 2. (intro.) This remote dispensing location is being supervised by a
pharmacist employed by leeated-at-al-of the-following:

Phar 7.43 (4) (b) Remote dispensing may not occur if the-supervising pharmaeyis

elosed a pharmacist is not available remotely.

SECTION 10. Phar 7.43 (4) (d) is repealed.
SECTION 11. Phar 7.43 (5) (b) is amended to read:
Phar 7.43 (5) (b) Labeling requirements under s. Phar 7.05. The prescription label shall

contain the name and address of the supervisingpharmaey remote dispensing site as the
licensed facility from which the prescribed drug or device was dispensed.

SECTION 12. Phar 7.43 (6) is repealed and recreated to read:

Phar 7.43 (6) RESPONSIBILITIES OF MANAGING PHARMACIST. The managing pharmacist
responsible for the remote dispensing pharmacy shall do all of the following:

(a) Have written policies and procedures for system operation, safety, security,
accuracy and access.

(b) Implement an on-going quality assurance program that monitors performance that
includes the number of prescriptions dispensed per month, number of medication
errors documented, loss or diversion, and documentation of remedial training to
prevent future errors.

(c) Visit the remote dispensing location at least monthly to confirm delivery status of
all drugs, to ensure written policies and procedures are being followed, and to
ensure that remote dispensing personnel comply with all federal and state laws
regulating the practice of pharmacy.

(d) Retain documentation of the visits at the remote dispensing location for a
minimum of 5 years.

(e) Documentation indicating accepting responsibility for compliance with this
section, signed and dated by the managing pharmacist.

SECTION 13. Phar 7.43 (7) (intro.) is amended to read:

Phar 7.43 (7) (intro.) DELEGATE REQUIREMENTS. A person engaged in the practice of
pharmacy under s. 450.03 (1) (f)or (g),-er€1), Stats., a pharmacy technician registered

under s. 450.068, Stats., or a pharmacy graduate as defined in s. Phar 1.02 (10m) shall
meet the following requirements to remote dispense:

SECTION 14. Phar 7.61 is repealed.

SECTION 15. Phar 7.62 (1) is amended to read:
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Phar 7.62 (1) This section does not apply to a person practicing pharmacy under s. 450.03
(1) () or (g), Stats., or a pharmacy graduate as defined in s. Phar 1.02 (10m).

SECTION 16. Phar 8.01 (5) is created to read:

Phar 8.01 (5) REMOTE DISPENSING SITES. For the purposes of this chapter and
pursuant to s. 450.09 (1) (a), Stats., pharmacies shall include remote dispensing sites.

SECTION 17. 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)

This Proposed Order of the Pharmacy Examining Board is approved for submission to

the Governor and Legislature. ‘ :
% W %‘é%’” my

Chairperson
Pharmacy Examining Board

Dated 1/26/2024 Agency
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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 September 29, 2023

3. Administrative Rule Chapter, Title and Number (and Clearinghouse Number if applicable)
Phar 1, 5, 6, 7, and 8 - Permanent Rule

4. Subject
Remote Dispensing

5. Fund Sources Affected 6. Chapter 20, Stats. Appropriations Affected
OGPR [FED [XPRO [PRS [ISEG [JSEG-S |s.20.165(1)(g)

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

8. The Rule Will Impact the Following (Check All That Apply)
[] State’s Economy X 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)?

[JYes X No

11. Policy Problem Addressed by the Rule

These rules implement the statute changes form 2021 Wisconsin Act 101. The Board also added a definition of
pharmacy graduates, and modified requirements to allow them to practice pharmacy while waiting for their license to be
granted.

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 will be poseted 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.

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 $8,900 in one-time costs and $2,800 in annual costs for staffing and an indeterminate IT

impact to implement the rule. This rule permanently implements the statutory changes from the 2021 Wisconsin Act 101.

The estimated one-time staffing need for .1 limited term employees (LTE) is for staff training, forms and sites updates,

and developing reference materials to reflect new statutory provisions. The estimated annual staffing need addresses an

increase in questions and workload related to processing submitted applications for the department, the applicant, and the
call center, as well as necessary board coordination to implement the rule. The one-time and annual estimated 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 that the Pharmacy Examining Board's sections of the Administrative Code
will be aligned with Wisconsin State Statues.

16. Long Range Implications of Implementing the Rule



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 long range implications of implementing this rule are clear rules for remote dispensing for pharmacies in Wisconsin.

17. Compare With Approaches Being Used by Federal Government

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)

Illinois: The Illinois Department of Financial and Professional Regulation is responsible for the licensure and regulation
of Pharmacy in Illinois, with input from the Illinois Board of Pharmacy. The Illinois Pharmacy Practice Act contains
requirements for pharmacy licensure and dispensing. There is a provision that allows a pharmacy that is not in the same
location as its home pharmacy, and services are being provided during an emergency situation, to operate as an
emergency remote pharmacy. The Illinois Department of Financial and Professional Regulation may also waive the
requirement for a pharmacist to be on duty at all times for state facilities that are not treating human ailments.
Additionally, automated pharmacy systems operated from a remote site must be under continuous supervision of a
pharmacist however, that pharmacist is not required to be physically present if they can monitor the system electronically
[225 Illinois Complied Statutes ch. 85 s. 15 and 22b]. The Illinois Department of Financial and Professional Regulation
is also responsible for the promulgation of rules to implement certain sections of the Illinois Pharmacy Practice Act.
These rules in the Illinois Administrative Code include definitions for “emergency situation” and what is required in
order to operate an emergency remote temporary pharmacy [Illinois Administrative Code s. 1330.420].

In Illinois, graduate of a pharmacy program approved by the Illinois Department of Financial and Professional
Regulation may be registered as a pharmacy technician with the “student pharmacist” designation, if they have graduated
from said program within the last 18 months. Student pharmacists are allowed to practice pharmacy under the
supervision of a pharmacist [225 Illinois Complied Statutes ch. 85 s. 9 (¢)].

Iowa: The lowa Board of Pharmacy is responsible for the licensure and regulation of Pharmacy practice in lowa. The
Iowa Pharmacy Practice Act rules are contained the lowa Administrative Code and include requirements for remote
dispensing in hospital pharmacies. Additionally, a pharmacist is required to be onsite at a telepharmacy site for at least
16 hours per month and can otherwise monitor the site remotely. The telepharmacy site is a separate licensure category
from a correctional, hospital, nuclear, or general pharmacy site. If the average number of prescriptions dispensed per day
exceeds 150 at a telepharmacy site, the pharmacist is required to be on site 100 percent of the time and the site must
apply for licensure as a general pharmacy [657 lowa Administrative Code sections 7.7 and 13.9 (6)].

In Iowa, graduates of a college of pharmacy approved by the lowa Board can register as a “pharmacist-intern.”
Pharmacist-interns are required to practice under the supervision of a licensed pharmacist. This registration automatically
terminates upon the pharmacist-intern receiving “licensure to practice pharmacy in any state, lapse in the pursuit of a
degree in pharmacy, or one year following graduation from the college of pharmacy,” whichever happens sooner [657
Iowa Administrative Code sections 4.1 and 4.6 (3)].

Michigan: The Michigan Board of Pharmacy is responsible for the licensure and regulation of pharmacy practice in
Michigan. Act 368 Article 15 Part 177 of the Michigan Compiled Laws includes the regulations for pharmacy in
Michigan, among several other occupations. Unless at a mental health facility or hospital, remote pharmacies cannot be
located within 10 miles of another pharmacy, unless a waiver is granted by the Michigan Board. A pharmacist is required
to oversee a remote pharmacy; however, a qualified pharmacy technician must be on site at all times that the pharmacy is
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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

open if the pharmacist in charge is not physically present. A Pharmacist may not be responsible for more than three
remote pharmacy sites at any one time [Michigan Compiled Laws s. 333.17742a and b)].

In Michigan, pharmacy graduates can apply for an educational limited license if they are within 180 days of competing
an approved educational program. Pharmacy graduates practicing under an educational limited license may only do so
under the “personal charge of a pharmacist” [Michigan Administrative Code R 338.513].

Minnesota: The Minnesota Board of Pharmacy is responsible for the licensure and regulation of pharmacy practice in
Minnesota. Part 6800 of the Minnesota Administrative Code includes the regulations for pharmacy in Minnesota.
[Minnesota Administrative Rules part 6800]. Chapter 151 of the Minnesota Statutes, or the Pharmacy Practice and
Wholesale Distribution Act, also includes pharmacy regulations. According to Section 34 (10) of this chapter, it is
unlawful to run a pharmacy without a pharmacist in charge. Operation of a pharmacy without a pharmacist present and
on duty is only allowed under an approved variance by the Board. [Minnesota Statutes 151.34 (10), 151.071 (2) (13)].

In Minnesota, pharmacy graduates can apply for a “pharmacist-intern” registration if they are a graduate of a pharmacy
college approved by the Minnesota Board. Pharmacist interns must practice under the direct supervision of a licensed
pharmacist [Minnesota Administrative Rules Chapter 6800 Parts 5100-5600].

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.
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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

] 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)
[dYes [1No




