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Rulemaking Hearing Rules are rules filed after and as a result of a rulemaking hearing. T.C.A. § 4-5-205

_Agency/Board/Commission: | Board of Pharmacy
Division: e

Contact Person: | Anthony K. Czerniak, Assistant General Counsel
Address: | Plaza One, Suite 210, 220 Athens Way, Nashville, Tenn
Zip: | 37243

Phone: | (615) 741-1611
Email: | Anthony.k.czerniak@tngov

Revision Type {(check all that apply):
_ X Amendment
~ New
___ Repeal

Rule(s) Revised (ALL chapters and rules contained in filing must be listed here. If needed, copy and paste
additional tables to accommodate muttiple chapters. Please enter only ONE Rule Number/Rule Title per row)

Chapter Number | Chapter Title

1140-01 Introductory Rutes
Rule Number Rute Title
1140-01-.03 Application for a Pharmacist License B

1140-02 Professional Conduct and Responsibilities
Rule Number Rule Title
1140-02-.02 Pharmacy Technigigns

Chapter-1140-01
Amendments

Paragraph (1) of Rule 1140-01-.03 Application for a Pharmacist License is amended by deleting the text of the paragraph
in its entirety and subslituting instead the following ianguage so that, as amended, the paragraph shall read:

{1) An applicant for a license to engage in the practice of pharmacy shall submit the following to the
Board office at time of application:

(a) A completed application on a form approved by the Board;

(&) Application and registration fees established in rule 1140-01-.10; and
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{c) The resuit of a criminal background check, which the applicant shall pay for and cause to
be submitted to the Board’s administrative office directly from the vendor identified in the
Board's licensure application materials.

(d) Any application submitted which lacks required information or reflects a failure to meet
any of the requirements for licensure will be returned to the applicant with written
notification of the information that is lacking or the reason(s) the application does not
meet the requirements for licensure and will be held in “pending” status until satisfactorily
completed within a reasonable period of time, not to exceed sixty (60) days from date of
written notification.

Authority: T.C.A. §§63-1-116, 63-10-304 and 63-10-306.

Chapter 1140-02

Amendments

Paragraph (1} of Rule 1140-02-.02 Pharmacy Technicians is amended by deleting the text of the paragraph in its
entirety and substituting instead the following language, so that, as amended, the paragraph shall read:

(1) Any person acling as a pharmacy technician shall register with the Board by submitting a
complete application on a form prescribed by the Board accompanied by the following:

() An affidavit signed by both the applicant and employer attesting that the applicant has
read and understands the laws and rules relative to pharmacy technicians and the -
practice of pharmacy in Tennessee. (A copy of this affidavit shall be retained at the
applicant’s place of employment);

(b) Registration fee established in rute 1140-01-.10; and

{c) The result of a criminal background check, which the applicant shall pay for and cause to
be submitted to the Board's administrative office directly from the vendor identified in the
Board's registration application materials.

{d) Any application submitted which tacks required information or reflects a failure to meet
any of the requirements for registration will be returned to the applicant with written
notification of the information that is lacking or the reason(s) the application does.not .
meet the requirements for registration and will be held in “pending” status until
satisfactorily completed within a reasonable period of time, not to exceed sixty (60) days
from date of written notification.

Authority: T.C.A. §§63-1-116, 63-10-304 and 63-10-3086.,
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* If a roll-call vote was necessary, the vote by the Agency on these rulemaking hearing rules was as follows:

Board Member Aye No Abstain Absent Signature
(if required)

Albert Larry Hill, DPH X

Brenda Warren, DPH

Will Bunch, DPM

Nina Smothers, DPH

Joyce McDaniel

Charles E. Stephens, DPH

XX P [X X

Jason Kizer, DPH

I certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
by the Tennessee Board of Pharmacy on 11/09/2011, and is in compliance with the provisions of T.C.A. § 4-5-
222,

| further certify the following:

Notice of Rulemaking Hearing filed with the Department of State on: 09/19/2011

Rulemaking Hearing(s) Conducted on: (add more dates). 11/09/2011

Date:

Signature:/ /
Name of Officer: leho K. Czérniak
Assistant GeneraL€6unsel
Title of Officer: Department of Health
\‘“\“"glr'e””””’
\(o00R4 4%,
Subscribed and swom to before me on:  //1 6 /(( SRS A0

& I it B E
= e =

Notary Public Signature:

. 204 SO € =
My commission expires on: 11/2 /,’3 Z %" ”Usufy L
2 Sap e &

All rulemaking hearing rules provided for herein have been examined by the Attorney General"&mjf’ﬂéﬁ Qrter'of the
State of Tennessee and are approved as to legality pursuant to the provisions of the Administrative Procedures

Act, Tennessee Code Annotated, Title 4, Chapter 5.
KE L fr f.
Ssgeny

bert E. \'ﬁooper, Jr.

Attorney General and Reporter
2-27-¢/

Date
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_ Filed with the Department of State on: ()| /{:”— [kDOIA

- ’ o

'___t_ = Effective on: (.-“/ ;/ 03 /) Al I

= I Tre Hargett
Secretary of State
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FPublic Hearing Comments

One copy of a document containing responses fo comments made at the public hearing must accompany the
filing pursuant to T.C.A. § 4-5-222. Agencies shall include only their responses to public hearing comments,
which can be summarized. No letters of inquiry from parties questioning the rute will be accepted. When no
comments are received at the public hearing, the agency need only draft a memorandum stating such and include
it with the Rulemaking Hearing Rule filing. Minutes of the meeting will not be accepted. Transcripts are not
acceptable.

PUBLIC HEARING COMMENTS
RULEMAKING HEARING

Chapter 1140-01-.03 Application for a Pharmacist License
and
1140-02-.02 Pharmacy Technicians

There were two (2) verbal comments received at the rulemaking hearing. The comments addressed notice to the
applicant of the receipt of the background check by the Board of Pharmacy, and whether other entities will be
required to submit to background checks.

Dr. Bettina Black stated that Tennessee Pharmacy Association (TPA) is supportive of Criminal Background
Checks but needed clarification of the process: will the applicant be able to get a status update as to the receipt of
the criminal background check by the Board and will other entities (pharmacies, manufacturers, wholesalers and
distributors}) be required to submit background checks.

In response to the first comment by Dr. Black, the Board, through assistance from counsel, stated that if notice
would not be given by the vender to the applicant, then the board could notify the applicant of the receipt of the
Criminal Background check by letter,

Dr. Bettina Black asked whether other entities, particularly pharmacies, manufacturers, wholesalers and
distributers, will be required to submit to background checks

In response to the second comment by Dr. Black, the Board stated that background checks for pharmacies,
manufacturers, wholesalers and distributors would be revisited at the next meeting.
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Regulatory Flexibility Addendum

Pursuant to T.C.A. §§ 4-5-401 through 4-5-404, prior to initiating the rule making process as described in T.C.A.
§ 4-5-202(a)(3) and T.C.A. § 4-5-202(a), all agencies shall conduct a review of whether a proposed rule or rule
atfects small businesses.

Requiatory Flexibility Analysis

Board of Pharmacy, Rule Nos. 1140-01-.03, Application for a Pharmacist License; 1140-01-.08,
Pharmacy Technicians; 1140-03-.03,

{1) The extent to which the rule or rules may over lap, duplicate, or conflict with other federal,
state, and local governmental rules,

The new rules do not overiap, duplicate, or conflict with other federal, state, and local
governmental rules.

{2) Clarity, conciseness, and lack of ambiguity in the rule or rules.
The new rules exhibit clarity, conciseness, and lack of ambiguity.

{3) The establishment of flexible compliance and/or reporting requirements for small
businesses.

There are no reporting requirements contained in the new rules.

{4) The establishment of friendly schedules or deadlines for compliance and/or reporting
requirements for small businesses.

There are no reporting requirements contained in the new rules.

(5) The consolidation or simplification of compliance or reporting requirements for small
businesses.

There are no reporting requirements contained in the new rules.

(6) The establishment of performance standards for small businesses as opposed to design
or operational standards required in the proposed rule.

There are no performance standards contained in the new rules.

(7 The unnecessary creation of entry barriers or other effects that stifle entrepreneurial
activity, curb innovaticn, or increase costs.

There are no unnecessary barriers that stifle entrepreneurial activity.
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Economic Impact Statement

Name of Board, Committee or Council: Tennessee Department of Health, Board of Pharmacy
Rulemaking hearing date: November 9, 2011
Types of small businesses that will be directly affected by the proposed rules:

These rule changes only affect pharmacists and pharmacy technicians. Their impact on small businesses is
expected to be negligible.

Types of small businesses that will bear the cost of the proposed rules:

The rule changes impact pharmacists and pharmacy technicians.

Types of small businesses that will directly benefit from the proposed rules:

None known.

Description of how small business wili be adversely impacted by the proposed rules:
The rule changes should have littte adverse impact on small business.

Aiternatives to the proposed rule that will accomplish the same objectives but are less burdensome, and
why they are not being proposed:

The Department of Health, Board of Pharmacy does not believe there are less burdensome alternatives to the
proposed rule amendments.

Comparison of the proposed rule with federal or state counterparts:
Federal: The Department of Health, Board of Pharmacy is not aware of any federal counterparts.

State: The proposed rule amendments will have no state counterpart because the Department of Health, Board
of Pharmacy is the only agency charged with regulating the practice of pharmacy.
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Impact on Local Governments
Pursuant to T.C.A. §§ 4-5-220 and 4-5-228 “any rule proposed to be promuigated shall state in a simple
declarative sentence, without additional comments on the merits of the policy of the rules or regulation, whether

the rule or regulation may have a projected impact on local governmenis.” (See Public Chapter Number 1070
(hitp:/fstate.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

These rule amendments are not expected to have an impact on local governments.
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Additional information Required by Joint Government Operations Committee
All agencies, upon filing a rule, must also submit the following pursuant to T.C.A. § 4-5-226(i)(1).

(A) A brief summary of the rule and a description of all relevant changes in previous regulations effectuated by
such rule;

The proposed rules require that applicants for a pharmacist license and pharmacy technician registration submit
to and pay for a background check

(B) A citation to and brief description of any federal law or regulation or any state law or regulation mandating
promulgation of such rule or establishing guidelines relevant thereto;

T.C.A. §63-1-116. Pursuant to T.C.A. §63-1-118, heaith related boards are authorized to promulgate rules for
the implementation of background checks on applicants prior to the issuance of licenses, certificates,
registrations or other authorizations required to practice any of the health related professions.

(C) Identification of persons, organizations, corporations or governmental entities most directly affected by this
rule, and whether those persons, organizations, corporations or governmental entities urge adoption or
rejection of this rule;

[ Pharmagcists and pharmacy technicians applying for licensure and registration in the State of Tennessee. i

{D) Identification of any opinions of the attorney general and reporter or any judicial ruling that directly relates to
the rule;

| None |

(E) An estimate of the probable increase or decrease in state and local government revenues and expenditures,
if any, resuiting from the promulgation of this rule, and assumptions and reasoning upon which the estimate
is based. An agency shall not state that the fiscal impact is minimal if the fiscal impact is more than two
percent (2%) of the agency's annual budget or five hundred thousand dollars ($500,000), whichever is less;

[ None |

(F) lidentification of the appropriate agency representative or representatives, possessing substantial knowledge
and understanding of the rule;

LLAnthony K. Czerniak, Assistant General Counsel, Department of Health |

(G) Identification of the appropriate agency representative or representatives who will explain the rule at a
scheduled meeting of the committees;

[ Anthony K. Czerniak, Assistant General Counsel, Department of Health |

(H) Office address, telephone number, and email address of the agency representative or representatives who
will explain the rule at a scheduled meeting of the committees; and

| 220 Athens Way, Suite 210, Nashville Tennessee 37243 (615) 253-5895 anthony.k.czerniak@tn.gov |

() Any additional information relevant to the rule proposed for conlinuation that the committee requests.

[ None |
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.01, continued)

(31) “Third party pharmacy program” means any system of providing for the reimbursement of
medical or prescription orders and/or pharmaceutical care services under a contractual
arrangement or agreement between a provider of such services and the third party program
administrator who is not the consumer of those services.

(32) “Third party pharmacy program administrator’ means, but is not limited to, insurance
companies, managed care organizations, health maintenance organizations, preferred
provider organizations, pharmacy benefit managers, and pharmacy services administrative
organizations.

(33) “"Unit dose packaging” means that packaging which is designed to hold a quantity of a drug
product intended for administration as a single dose.

Authority: T.C.A. §§63-10-101, 63-10-102, 6-10-404(5), (6), (14), (22), (26), (28), and (29), 63-10-304,
63-10-304(b)(1), 63-10-504(b)(1), and Chapter 966 of the Public Acts of 2008 §1. Administrative
History: Original rule certified June 7, 1974. Repeal and new rule filed February 7, 1983; effective
March 9, 1983. Repeal and new rule filed May 11, 1998; effective July 25, 1998. Amendment filed
November 24, 2008; effective February 7, 2009. Amendment filed December 23, 2009; effective March
23, 2010.

1140-01-.02 VIOLATIONS CONSTITUTE UNPROFESSIONAL CONDUCT.

Any person who violates any rule of the board may be deemed guilty of dishonorable, immoral, unethical
or unprofessional conduct within the meaning of T.C.A. § 63-10-505(6).

Authority: T.CA. §§63-10-101, 63-10-102, 63-10-202, 63-10-504(b)(1), and 63-10-505(6).
Administrative History: Original rule certified June 7, 1974. Amendment filed August 14, 1974,
effective September 13, 1974. Repeal filed January 11, 1977, effective February 10, 1974. Repeal and
new rule filed February 7, 1983; effective March 9, 1983. Amendment filed January 19, 1988; effective
April 27, 1988. Repeal and new rule filed May 11, 1998; effective July 25, 1998.

1140-01-.03 APPLICATION FOR A PHARMACIST LICENSE.

(1) An applicant for a license to engage in the practice of pharmacy shall submit the following

to the Board office at time of application:

(a) A completed application on a form approved by the Board;

(b) Application and registration fees established in rule 1140-01-.10; and

(c) The result of a criminal background check, which the applicant shall pay for and
cause to be submitted to the Board's administrative office directly from the
vendor identified in the Board'’s licensure application materials.

(d) Any application submitted which lacks required information or reflects a failure to
meet any of the requirements for licensure will be returned to the applicant with
written notification of the information that is lacking or the reason(s) the
application does not meet the requirements for licensure and will be held in
“pending” status until satisfactorily completed within a reasonable period of time,
not to exceed sixty (60) days from date of written notification.
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.03, continued)

(2) For the purpose of T.C.A. § 63-10-506(d), a “recognized” college or school of pharmacy is a
college or school of pharmacy which meets the minimum standards of the ACPE and
appears in the ACPE “Annual Directory of Accredited Professional Programs of Colleges and
Schools of Pharmacy."

(3) No applicant shall be eligible for a license if the applicant has engaged in conduct or suffers a
condition which would constitute grounds for revocation or suspension of a license under
T.C.A. § 63-10-505, unless the applicant can show cause why a license should be issued.

(4) No license shall be issued to a reciprocal applicant from a state which denies reciprocal
privileges to a pharmacist currently licensed and in good standing in Tennessee.

(5) It shall be unlawful for any person to procure or attempt to procure a license or certificate of
registration for such person or for any other person by making any false representations.

(6) An applicant initially licensed in another state and who wishes to obtain a Tennessee license
may, in the discretion of the board, transfer to Tennessee the applicant's score on NAPLEX
taken in another state. Provided, however, if the applicant has been licensed for twelve (12)
or more months in another state, then the applicant shall apply for a license in Tennessee by
reciprocity. No license shall be issued to a score transfer applicant from a state which denies
score transfer privileges to a pharmacist currently licensed and in good standing in
Tennessee.

Authority: T.CA. §§ 63-1-116, 63-10-101, 63-10-102(a), 63-10-202, 63-10-304, 63-10-306, 63-10-
404(2), (13), (17), and (26), 63-10-404(2), (13), (17), and (26), 63-10-504(b)(1), 63-10-506, and 63-10-
508. Administrative History: Original rule certified June 7, 1974. Repeal and new rule filed February
7, 1983; effective March 9, 1983. Amendment filed December 17, 1984, effective March 16, 1985.
~ Amendment filed October 30, 1991; effective December 14, 1991. Repeal and new rule filed May 11,
1998; effective July 25, 1998.

1140-01-.04 PHARMACY INTERNSHIP.

(1)  An applicant for an initial pharmacist license by examination must show, on affidavit forms
prescribed by the board, that the applicant has acquired a minimum of one thousand five
hundred (1,500) hours of pharmacy internship (practical pharmacy experience) under the
instruction of a pharmacist in good standing, subject to all of the following conditions.

(a) The one thousand five hundred (1,500) hours must be acquired after enrollment in a
recognized college or school of pharmacy; one thousand one hundred (1,100) of these
hours may be acquired in pharmacy programs or demonstration projects structured by
the college or school of pharmacy.

(b) Pharmacy internship may be acquired in another state, provided that the preceptor's
qualifications are certified by the appropriate authorities of such state.

(¢) Four hundred (400) of these hours may be acquired in non-traditional pharmacy
internship programs which have received prior approval of the board.

(d) Foreign pharmacy graduates shall complete five hundred (500) hours of pharmacy
internship in Tennessee within a period of six (6) consecutive months.

Authority: T.C.A. §§63-10-101, 63-10-102, 63-10-202, 63-10-404(29), and 63-10-504(b)(1).

Administrative History: Original rule filed June 7, 1974; effective July 7, 1974. Amendment filed
September 23, 1975; effective October 23, 1975. Amendment filed January 11, 1977; effective February
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PROFESSIONAL CONDUCT AND RESPONSIBILITIES CHAPTER 1140-02

1140-02-.02 PHARMACY TECHNICIANS.

4 Any person-acting-as-a pharmasy—technisian-shallregisterwith-the-beard-by-—submiting-an
ot : . | T | ;

(1) Any person acting as a pharmacy technician shall register with the Board by submitting a
complete application on a form prescribed by the Board accompanied by the following:

(a) An affidavit signed by both the applicant and employer attesting that the applicant
has read and understands the laws and rules relative to pharmacy technicians
and the practice of pharmacy in Tennessee. (A copy of this affidavit shall be
retained at the applicant's place of employment);

(b) Registration fee established in rule 1140-01-.10; and

(c) The result of a criminal background check, which the applicant shall pay for and
cause to be submitted to the Board's_ administrative office directly from the
vendor identified in the Board's reqgistration application materials.

(d) Any application submitted which lacks required information or reflects a failure to
meet any of the requirements for registration will be returned to the applicant with
written notification of the information that is lacking or the reason(s) the
application does not meet the requirements for registration and will be held in
“pending” status until satisfactorily completed within a reasonable period of time,
not to exceed sixty (60) days from date of written notification.

(2) The following individuals are exempt from registration as a pharmacy technician:

(a) Any individual performing tasks that may be performed by a pharmacy technician who
is classified by the employer as a probationary employee. The exemption shall not
exceed ninety (90) days from the date of employment.

(b) A student enrolled in a formal pharmacy technician training program while performing
experiential rotations as a part of the academic curriculum. The student shall wear a
school-issued identification badge.

(3) The pharmacist in charge at each pharmacy practice site is responsible for compliance with
the provisions of this chapter by pharmacy technicians at that pharmacy practice site.

(4) A registered pharmacy technician may, in the presence of and under the supervision of a
pharmacist, perform those tasks associated with the preparation and dispensing process
except those tasks identified in Rule 1140-02-.01(13) that must be personally performed by a

~ pharmacist or pharmacy intern under the personal supervision and in the presence of a
pharmacist.

(6) Certified pharmacy technicians may also:

(a) Receive new or transferred oral medical and prescription orders;
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PROFESSIONAL CONDUCT AND RESPONSIBILITIES CHAPTER 1140-02

(Rule 1140-02-.02, continued)

(6)

(7)

(8)

(9)

(10)

(11)

(12)

(b) Receive and transfer copies of oral medical and prescription orders between pharmacy
practice sites; and

(c) Verify the contents of unit dose carts prepared by other registered technicians when an
additional verification by use of bar code technology or a licensed health care
professional is performed prior to administration to the patient.

No prescription drugs and devices and related materials may be released to a patient without
verification by a pharmacist of the functions performed by a pharmacy technician.

Pharmacy Technician to Pharmacist Ratio

(a) The pharmacy technician to pharmacist ratio shall not exceed 2:1; however the ratio
may be increased up to a maximum of 4:1 by the pharmacist in charge based upon
public safety considerations but only if the additional pharmacy technicians are certified
pharmacy technicians. However, the pharmacist in charge may request a modification
of the ratio from the Board in writing which addresses:

1: the pharmacy technician’s experience, skill, knowledge and training; and
2. the workload at the practice site; and

3. detailed information regarding the numbers of pharmacy technicians and the
specific duties and responsibilities of each of the pharmacy technicians; and

4.  justification that patient safety and quality of pharmacy services and care can he
maintained at the pharmacy.

(b) Requested modifications of the established ratios may not be implemented until the
written request is considered and approved by the Board.

Pharmacy technicians must wear appropriate identification showing name and appropriate
title (e.g. pharmacy technician, certified pharmacy technician).

All pharmacy technician functions shall be performed under the supervision of a pharmacist,
who shall direct and verify the accuracy of all pharmacy technician functions.

A registered technician shall maintain his or her registration certificate at the pharmacy
practice site; additionally, all certified technicians shall display in like manner evidence of
certification. Pharmacy technicians shall possess at all times, while on duty, proof of
registration and proof of certification, if applicable.

All registered technicians shall immediately notify the board in writing of any change of
address or employer.

For purposes of this rule, a pharmacy intern is not considered to be a pharmacy technician.

Authority: T.C.A. §§ 63-1-116, 63-10-304(b)(1), (e), and (j), 63-10-306, 63-10-404(30), 63-10-504(b)(1),
63-10-504(b)(1)(C), 63-10-506, and 63-10-508. Administrative History: Repeal and new rule filed May
11, 1998; effective July 25, 1998. Amendment filed August 19, 2002; effective November 2, 2002.
Amendment filed December 23, 2009; effective March 23, 2010.
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