SENATE MEMBERS

Robert Stivers
President, LRC Co-Chair
David Givens
President Pro Tempore
Damon Thayer
Majority Floor Leader
Gerald A. Neal
Minority Floor Leader
Julie Raque Adams

LEGISLATIVE RESEARCH COMMISSION
State Capitol 700 Capital Avenue Frankfort KY 40601

Majority Caucus Chair 502-564-8100
Reginald Thomas .
Minority Caucus Chair Capitol Fax 502-564-2922
Mike Wilson Annex Fax 502-564-6543
Majority Whip legislature.ky.gov
David Yates Jay D. Hartz
Minority Whip Director
MEMORANDUM
TO: Christopher Harlow, Executive Director, Board of Pharmacy
FROM: Emily Caudill, Regulations Compiler
RE: Proposed Amendment or New Regulation — 201 KAR 002:040.
DATE: August 13, 2023

HOUSE MEMBERS

David W. Osborne
Speaker, LRC Co-Chair
David Meade
Speaker Pro Tempore
Steven Rudy
Majority Floor Leader
Derrick Graham
Minority Floor Leader
Suzanne Miles
Majority Caucus Chair
Cherlynn Stevenson
Minority Caucus Chair
Jason Nemes
Majority Whip
Rachel Roberts
Minority Whip

A copy of the administrative regulation listed above is enclosed for your files. This regulation is
tentatively scheduled for review by the Administrative Regulation Review Subcommittee at its
NOVEMBER 2023 meeting. We will notify you of the date and time of this meeting once it has been

scheduled.

Pursuant to KRS 13A.280, if comments are received during the public comment period, a Statement of
Consideration or a one-month extension request for this regulation is due by noon on November 15,
2023. Please reference KRS 13A.270 and 13A.280 for other requirements relating to the public hearing
and public comment period and Statements of Consideration.

If you have questions, please contact us at RegsCompiler@LRC.ky.gov or (502) 564-8100.
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REGULATIONS COMPILER

Boards and Commissions

Kentucky Board of Pharmacy

(Amendment)

201 KAR 2:040. Registration of pharmacist interns.

RELATES TO: KRS 315.010(18), 315.020(3),(4), 315.050(4),(5), 315.191(1)(h)

STATUTORY AUTHORITY: KRS 315.050(4),(5), 315.191(1)(a),(h)

NECESSITY, FUNCTION, AND CONFORMITY: KRS 315.050(4) requires the Kentucky Board
of Pharmacy to establish standards for pharmacy intern certification. KRS 315.191(1)(h)
authorizes the board to establish an internship program for training, qualifications, and
registration of applicants for registration of pharmacist interns. This administrative regulation
establishes the standards for training, qualifications, and registration of pharmacist interns
Section 1. Definitions.

(1) "Academic experience program" means a course or series of courses taken by a pharmacist
intern at a school or college of pharmacy approved by the board that involves actual practice of
pharmacy experiences.

(2) Pharmacist Intem is defined by KRS 315.010(18).

(3) "Preceptor" means the pharmacist who is responsible to the board for the practice of
pharmacy experiences of a pharmacist intern.
Section 2. An applicant for registration as a pharmacist intern shall:

(1) File an Application for Registration as a Pharmacist intern, Form |, with the board; and
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(2) Submit proof of acceptance_or graduation by a college or school of pharmacy approved by

the board.

Section 3. An applicant for initial [examination-for] licensure as a pharmacist shall:

(1) Complete 1,500 hours of internship;

(2) Be awarded credit for internship for hours worked in a pharmacy or in related research during
the time the pharmacist intern is enrolled in an approved school or college of pharmacy;

(3) Not be awarded credit for hours worked in a pharmacy or in related research during the
period the pharmacist intern is completing the academic experience program,

(4) Be limited to internship credit:

(a) Of forty-eight (48) hours per week during non-academic sessions if the pharmacist intern is
in good standing with a college or school of pharmacy and the board; and

(b) Of twenty (20) hours per week during academic sessions in a college or school of pharmacy.
The maximum credit allowed for this enrolled time shall be 500 hours;

(5) Be given credit for the following forms of internship:

(a) Completion of an academic experience program;

(b) Work performed in a pharmacy under the supervision of a preceptor,

(c) Work or research related to the practice of pharmacy that was performed under the
supervision of a preceptor for a government body, college or university, pharmacy business, or
other entity if the pharmacist intern has received prior approval by the board. The maximum
credit allowed for this time shall be 400 hours, and the ph?macist intern shall file an essay of at
least 500 words describing the work or research experience and the relation of the work or
research to the practice of pharmacy, which shall be approved by the board president; or

(d) An internship performed outside of Kentucky if the:
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1. Requirements for internship in that state are at least equivalent to the requirements
established in this administrative regulation; and

2. Board of licensure in that state has certified that the preceptor, pharmacy, government body,
college or university, pharmaceutical business, or other entity is in good standing; and

(6) Not be awarded credit for an internship completed prior to registration with the board.
Section 4. A pharmacist intern shall:

(1) Be issued a Registration Identification Card;

(2) Carry the Registration ldentification Card when on duty;

(3) Show it upon request to a member of the board or its authorized agent; and

(4) Notify the board within thirty (30) days of any charge of:

(a) A felony;

(b) A violation of drug laws; or

(c) A violation of alcohol laws.

Section 5.

Section-8]The registration of a pharmacist intern shall not be revoked if the intern is not currently
enrolled in a college or school of pharmacy approved by the board if the board finds that:

(1) The intern is on a semester break; or
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(2) Personal or family health concerns or other reasons beyond the control of the pharmacist
intern necessitate a temporary absence from enroliment and the absence is approved by the
board.

Section 6 [#. A person who is not registered as a pharmacist intern shall not:

(1) Hold himself or herself out as a pharmacist intern; or

(2) Perform the duties of a pharmacist intern

Section 7 [8}.

(1) A preceptor shall be a pharmacist who:

(a) Has a license in good standing;

(b) Has been licensed by the board for at least one (1) year; and

(c) Has requested in writing to be designated as a preceptor.

(2) A preceptor shall be actively engaged in the practice of pharmacy in the location where the
pharmacist intern performs his or her internship.

(3) The preceptor shall supervise only one (1) pharmacist intern at a time for the purpose of the
intern obtaining credit for the practice of pharmacy experience[;] unless the pharmacist is
supervising interns as a faculty member at a school or college pharmacy approved by the board
during an academic experience program.

Section 8 [8]. Credit for Non-Academic Experience Programs.

(1) Within ten (10) days of beginning an internship credit for non-academic experience program,
a pharmacist intern shall submit a Pharmacist Preceptor's Affidavit, Form .

(2) On or before graduation from a college or school of pharmacy, a pharmacist intern shall
submit an Internship Report, Form lil.

Section 9 [10]. Credit for Academic Experience Programs.



10

11

12

13

14

15

16

17

(1) For a Doctor of Pharmacy degree, credit shall be awarded for each hour of successful
completion of an academic experience program at a college or school of pharmacy approved by
the board.

(2) An academic experience program shall be reported on an Academic Experience Affidavit,
Form IV, which shall be filed with the board upon completion of the academic experience
program or prior to certification for examination

Section 10 [+H. Incorporation by Reference.

(1) The following material is incorporated by reference:

(a) "Application for Registration as a Pharmacist Intern", Form |, ;08/2023 [03/2024];

(b) "Pharmacist Preceptor's Affidavit", Form I, 08/2023 [03/2024];

(c) "Internship Report", Form Ilf, 08/2023 [03/2024]; and

(d) "Academic Experience Affidavit’, Form IV, 08/2023 [03/2024.

(2) This material may be inspected, copied, or obtained, subject to applicable copyright law, at
the Kentucky Board of Pharmacy, State Office Building Annex, Suite 300, 125 Holmes Street,
Frankfort, Kentucky 40601 Monday through Friday, 8 a.m. to 4:30 p.m. This material is also
available on the board's Web site at https://pharmacy.ky.gov/professionals/Pages/Pharmacist-

Interns.aspx



CANANRRIAAN

August 14, 2023

Christopher P. Harlow, Pharm.D. Date
Executive Director
Kentucky Board of Pharmacy



PUBLIC HEARING AND PUBLIC COMMENT PERIOD:

A public hearing on this administrative regulation shall be held on October 24th, at 9 a.m. Eastern
Time via zoom teleconference. Individuals interested in being heard at this hearing shall notify
this agency in writing by five workdays prior to the hearing, of their intent to attend. If no
notification of intent to attend the hearing is received by that date, the hearing may be canceled.
This hearing is open to the public. Any person who wishes to be heard will be given an
opportunity to comment on the proposed administrative regulation. A transcript of the public
hearing will not be made unless a written request for a transcript is made. If you do not wish to
be heard at the public hearing, you may submit written comments on the proposed administrative
regulation. Written comments shall be accepted through October 31st. Send written notification
of intent to be heard at the public hearing or written comments on the proposed administrative
regulation to the contact person.

Contact person: Christopher Harlow, Executive Director, Kentucky Board of Pharmacy, 125
Holmes Street, Suite 300, State Office Building Annex, Frankfort, Kentucky 40601, phone
(502) 564-7910, fax (502) 696-3806, email Christopher.harlow@ky.gov.



REGULATORY IMPACT ANALYSIS AND TIERING STATEMENT

201 KAR 2:040. Registration of Pharmacist Interns.
Contact person: Christopher Harlow, Phone 502-564-7910, email christopher.harlow@ky.gov

(1) Provide a brief summary of:

(a) What this administrative regulation does: This administrative regulation establishes the
professional responsibilities of a pharmacist supervising a pharmacist intern and a
pharmacist intern.

(b) The necessity of this administrative regulation: KRS 315.191(1)(a) requires the board to
promulgate administrative regulations necessary to regulate and control the practice of
pharmacists. This administrative regulation establishes the professional responsibilities of
a pharmacist and a pharmacist intern under supervision.

(c) How this administrative regulation conforms to the content of the authorizing statutes: KRS
315.050 requires the Board to promulgate regulations to ensure appropriate oversight of
pharmacist interns.

(d) How this administrative regulation currently assists or will assist in the effective
administration of the statutes: This administrative regulation ensures pharmacist interns are
appropriately credentialed and supervised, as the statutory provisions require.

(2) If this is an amendment to an existing administrative regulation, provide a brief summary of:
(a) How the amendment will change this existing administrative regulation: This amendment
removes language that conflicts with KRS 315.050 and removes the section five which
prevented a pharmacist licensed in another state from applying to be an intern if they are no
longer in school.

(b) The necessity of the amendment to this administrative regulation: This amendment was
necessary to ensure congruence with KRS 315.050.

(c) How the amendment conforms to the content of the authorizing statutes: This amendment
ensures the regulation is congruent with statutory language.

(d) How the amendment will assist in the effective administration of the statutes: This
amendment ensures the regulation is congruent with statutory language.

(3) List the type and number of individuals, businesses, organizations, or state and local
governments affected by this administrative regulation: The Board anticipates pharmacy
students to be most impacted by this regulation.

(4) Provide an analysis of how the entities identified in question (3) will be impacted by either
the implementation of this administrative regulation, if new, or by the change, if it is an
amendment, including:

(a) List the actions that each of the regulated entities identified in question (3) will have to take
to comply with this administrative regulation or amendment: Pharmacy students or those
awaiting full licensure will need to familiarize themselves with the language of the regulation.
(b) In complying with this administrative regulation or amendment, how much will it cost each
of the entities identified in question (3): There are no expected costs to comply with this
regulation.

(c) As a result of compliance, what benefits will accrue to the entities identified in question (3):
Pharmacist students and those awaiting licensure will benefit from compliance with this
regulation.



(5) Provide an estimate of how much it will cost to implement this administrative
Regulation: There will not be a cost for implementing this regulation.

(a) Initially: no costs incurred.
(b) On a continuing basis: no costs incurred.

(6) What is the source of the funding to be used for the implementation and enforcement of this
administrative regulation: Board revenues from pre-existing fees provide the funding to enforce
the regulation.

(7) Provide an assessment of whether an increase in fees or funding will be necessary to
implement this administrative regulation, if new, or by the change if it is an amendment: No
increase in fees or funding will be required.

(8) State whether or not this administrative regulation establishes any fees or directly or
indirectly increases any fees: This administrative regulation does not establish fees or directly
or indirectly increase any fees.

(9) TIERING: Is tiering applied? (Explain why tiering was or was not used) Tiering is not applied
because the regulation is applicable to all pharmacy students or pharmacists from another state
applying to be a pharmacist intern.



FISCAL NOTE

Regulation No. 201 KAR 2:040. Registration of Pharmacist Interns
Contact Person: Christopher Harlow, Phone 5§02-564-7910; Email:
Christopher.harlow@ky.gov

(1) What units, parts, or divisions of state or local government (including cities, counties, fire
departments, or school districts) will be impacted by this administrative regulation? The
Kentucky Board of Pharmacy will be impacted by this administrative regulation.

(2) Identify each state or federal statute or federal regulation that requires or authorizes the
action taken by the administrative regulation. KRS 315.191(1)(a).

(3) Estimate the effect of this administrative regulation on the expenditures and revenues of a
state or local government agency (including cities, counties, fire departments, or school districts)
for the first full year the administrative regulation is to be in effect.

(a) How much revenue will this administrative regulation generate for the state or local
government (including cities, counties, fire departments, or school districts) for the first year?
This administrative regulation will not generate revenue for the board in the first year.

(b) How much revenue will this administrative regulation generate for the state or local
government (including cities, counties, fire departments, or school districts) for subsequent
years? This administrative regulation will not generate revenue for the board in subsequent
years.

(c) How much will it cost to administer this program for the first year? No costs are required to
administer this program the first year.

(d) How much will it cost to administer this program for subsequent years? No costs are required
to administer this program for subsequent years.

Note: If specific dollar estimates cannot be determined, provide a brief narrative to explain the
fiscal impact of the administrative regulation.

Revenues (+/-): 0

Expenditures (+/-):0

Other Explanation: not applicable.

(4) Estimate the effect of this administrative regulation on the expenditures and cost savings of
regulated entities for the first full year the administrative regulation is to be in effect.

(a) How much cost savings will this administrative regulation generate for the

regulated entities for the first year? There will be no cost savings for the regulated entity during
the first year.

(b) How much cost savings will this administrative regulation generate for the regulated entities
for subsequent years? There will be no cost savings for the regulated entity for subsequent
years.

(c) How much will it cost the regulated entities for the first year? There should be no costs for
the regulated entities during the first year.

(d) How much will it cost the regulated entities for subsequent years? There should be no
costs for the regulated entities for subsequent years.

Note: If specific dollar estimates cannot be determined, provide a brief narrative to explain the
fiscal impact of the administrative regulation.

Cost Savings (+/-): 0
10



Expenditures (+/-): 0
Other Explanation: n/a

(5) Explain whether this administrative regulation will have a major economic impact, as
defined below. "Major economic impact" means an overall negative or adverse economic
impact from an administrative regulation of five hundred thousand dollars ($500,000) or more
on state or local government or regulated entities, in aggregate, as determined by the
promulgating admumstrat)we bodies. [KRS 13A.010(13)] This regulation does not have major
economic impact.
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Summary of Material Incorporated by Reference

The “Application for Registration as a Pharmacist Intern” is the 1-page application form that a
pharmacy student must complete in order to be registered with the Board of Pharmacy as a
Pharmacist Intern. KRS 315.050 requires the Board of Pharmacy to set standards for
registration as a pharmacist intern.

"Pharmacist Preceptor’'s Affidavit" is the 1-page form required to be completed by the
pharmacist preceptor. KRS 315.050 requires the Board of Pharmacy to set standards for
registration as a pharmacist intern.

"Internship Report" is the 2-page form required to be completed by the student that contains
the number of hours worked weekly and is signed by the preceptor. KRS 315.050 requires the
Board of Pharmacy to set standards for registration as a pharmacist intern.

"Academic Experience Affidavit" is the 1-page form required to be completed by the
pharmacist intern that includes all of the dates and hours of the intern’s rotations that qualify
for graduation. KRS 315.050 requires the Board of Pharmacy to set standards for registration
as a pharmacist intern.

Summary of Changes to Material Incorporated by Reference

"Application for Registration as a Pharmacist Intern”, Form [, 08/2023 has been updated to
clean up language, to remove language regarding federal student loan programs since the
legislature removed that requirement in 2019, and to ensure that the language is congruent
with KRS 315.050.

"Pharmacist Preceptor’s Affidavit”, Form Il, 08/2023 has cleaned up language to ensure clarity.

"Internship Report”, Form I, 08/2023 has no content change but contains an updated date
since it was been reviewed for accuracy.

"Academic Experience Affidavit", Form IV, 08/2023 has cleaned up language to ensure clarity.
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