G.0.C. STAFF RULE ABSTRACT

DEPARTMENT: Commerce and Insurance

DIVISION: Tennessee Peace Officer Standards and Training
Commission

SUBJECT: ADA Compliance

STATUTORY AUTHORITY: Tennessee Code Annotated, Section 38-8-104

EFFECTIVE DATES: January 28, 2014, through July 27, 2014

FISCAL IMPACT: Minimal

STAFF RULE ABSTRACT: This emergency rule updates language in the current rules

to reflect the statutory changes as they pertain to the
Americans with Disabilities Act, adopted in Public Chapter
137 of 2013 regarding law enforcement officers.



Impact on Local Governments
Pursuant to T.C.A. §§ 4-5-220 and 4-5-228 “any rule proposed to be promulgated 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 governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The rule will impact local governments.

S8-7040 (October 2011) 7 RDA 1693
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Contact Person: Joseph Underwood, Chief Counsel
Address: 500 James Robertson Parkway, 8" Floor, Davy Crockett Tower
Zip: 37243
Phone: 615-741-3899
Email: ' Joseph.Underwood@tn.gov

Rule Type:
X Emergency Rule

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

Statement of Necessity:
Pursuant to T.C.A. § 38-8-104(c), the Peace Officer Standards and Training (POST) Commission is authorized

~ to adopt and enforce such rules and regulations as may be necessary to carry out the provisions of T.C.A. § 38-
8-101 et seq., relating to the establishment of uniform standards of training for the employment and training of

' law enforcement officers, including preemployment qualifications and requirements for officer certification.

- Moreover, the Commission possesses the authority pursuant to T.C.A. § 38-8-104(d) to establish criteria for
determining whether to grant an exception to or waive the qualifications of minimum standards as provided in
T.C.A. § 38-8-106.

This emergency rule is required by Public Chapter 137 of the 2013 Acts (codified in partin T.C.A. §§ 38-8-
104(e) and 38-8-106(9)), enacted by the General Assembly and signed by the Governor on April 12, 2013. This
rule is promulgated pursuant to T.C.A. §§ 38-8-104(e) and 38-8-106(9), to adopt applicable provisions of the
Americans with Disabilities Act (ADA), 42 United States Code 12101, et. seq. The ADA codifies particular
language regarding persons with mental impairments, but state rules and statutes did not use compatible
language. Public Chapter 137 (2013) adopted the languade from the ADA for statutes where applicable, and
the amendments contained herein adopt those changes in the rules.

S$S-7040 (October 2011) 1 RDA 1693
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CHAPTER 1110-02

RULES
OF
THE TENNESSEE PEACE OFFICER STANDARDS
AND TRAINING COMMISSION

CHAPTER 1110-02
CERTIFICATION

TABLE OF
CONTENTS

1110-02-.01 Persons Required to be Certified 1110-02-.04 Denial, Suspension, and Revocation of
1110-02-.02 Failure to Comply Certification
1110-02-.03 Law Enforcement Officer Certification

Requirements

1110-02-.03 LAW ENFORCEMENT OFFICER CERTIFICATION REQUIREMENTS. All full-time
commissioned law enforcement officers employed by an agency required to meet minimum standards
must meet pre-employment requirements and, upon completion of the required basic training, will be
issued a POST Certification.

(1)  Full-time Commissioned Law Enforcement Officer Pre-employment Requirements. The
Commission shall issue a certificate of compliance to any person who meets the
qualifications for employment and satisfactorily completes a POST certified Basic Law
Enforcement Training Academy. All persons employed as a full-time law enforcement officer,
after July 1, 1982, must be certified by POST and shall comply with the following pre-
employment requirements:

(a) Be at least eighteen (18) years of age;
(b) Be acitizen of the United States;

(c) Be a high school graduate or possess equivalence. No waivers will be granted for
minimum education requirements;

(d) Not have been convicted of or pleaded guilty to or entered a plea of nolo contendere to
any felony charge or to any violation of any federal or state laws or city ordinances
relating to force, violence, theft, dishonesty, gambling, liquor and other alcoholic
beverages or controlled substances;

(e) The agency must present a copy of any DD-214s, DD-215s and DD873s along with the
application for certification.

1. The commission may consider a waiver from pre-employment requirements for a
person who has been convicted of, or entered a plea of nolo contendere to
any felony charge or to any violation of any federal or state laws or city
ordinances relating to force, violence, theft, dishonesty, gambling, liquor and
other alcoholic beverages or controlled substances when the offense was
classed as a misdemeanor.

2. No waiver shall be granted while officer is under the jurisdiction of the court or
considered on probation, whether supervised or unsupervised, and in the case of
“driving while intoxicated” the officer shall have met all the requirements of the
Tennessee Department of Safety and have been restored his/her permanent
driving privileges under the laws of the State of Tennessee.

3.  No waiver will be granted for a narcotics violation that could result in a felony
charge.
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CHAPTER 1110-02

4.  The agency must present a written request for waiver for these charges and
provide a copy of the final court disposition of the case.

Not have been released or discharged under any other than honorable discharge from
any of the armed forces of the United States;

Have his fingerprints on file with the Tennessee Bureau of Investigation;
Have passed a physical examination by a licensed physician;

Have good moral character as determined by a thorough investigation conducted by
the employing agency; and/or the POST Commission

Have been certified by a Tennessee Licensed Health Care Provider qualified in the
psychiatric or psychological fields as being free from any disorderimpairment, as set
forth in the current edition of the Diagnostic and Statistical Manual of
Mental Disorders (DSM) of the American Psychiatric Association at the time of
the examination, that would, in the professional judgment of the examiner, impair—
affect the subjest's—person’s abilty to perform any-an essential function of the
job, with or without a reasonable accommodation.

21. A new evaluation shall be required:

[0) after a six (6) month break in full-time law enforcement service;; or,
ii) upon the request of the employing agency, for good cause.

2. If applicable, vefer to Tenn. Comp. R. & Regs, 1110-09 Criteria for Waivers.

Not have been previously decertified as a law enforcement officer by the POST
Commission.

Not have previously voluntarily surrendered their certification as a law enforcement
officer.

Training Requirements. Any officer seeking certification under these rules who conforms to
pre-employment requirements shall, within six months of initial employment as a law
enforcement officer, satisfactorily complete the Basic Law Enforcement Course as
established in accordance with these rules. During this initial six-month period prior to
attending the Basic Law Enforcement Course, the recruit must be paired with a Field Training
Officer or other certified senior officer.

Commencing July 1, 1982, any time served as a full-time commissioned law enforcement
officer in any Tennessee law enforcement agency is accumulative and will count as part of
the six-month time limit.

Application Requirement. No officer shall be certified under these rules unless application is
made at such time and in such form as the Commission may require (T.C.A. § 38-8-104).

If after enrolling in an academy an officer does not successfully complete basic police
training, he/she must return to the same academy under the following circumstances:

(@)
(b)

to make up any portion not successfully completed.

if dropped for academic or disciplinary reason.

2
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CHAPTER 1110-02
(¢) inthe event an officer fails to successfully complete basic police training after returning
for makeup he/she must retake the entire school.

Verification Requirement. No officer shall be certified under these rules unless (T.C.A. § 38-8-
104):

(a) The law enforcement agency employing said officer when the Basic Law Enforcement
Course is begun shall submit, at such time and in such form as the Commission may
require, verification that the officer (at the time the officer was employed) met the pre-
employment requirements set forth in this chapter.

(b) The Director of the Academy where said officer satisfactorily completed Basic Law
Enforcement School, established in accordance with these rules, shall submit
verification, in such form as the Commission may require, that the officer has met the
Basic Training requirements set forth in this chapter.

(¢) The Commission may certify any person who has received training in another state
when the Commission has determined that such training was at least equivalent to that
required by the Commission for approved law enforcement education and training
programs in this state and when such person has satisfactorily complied with all other
requirements (T.C.A. § 38-8-107). Established criteria shall be that which governs the
requirements set forth for completion of the Basic Law Enforcement Recruit School, as
outlined in Chapter 7 of POST Rules.

1. Beginning July 1, 2010, any person whose basic training from another state has
been substituted for Tennessee requirements must successfully attend the
POST's three (3) week transition school within six (6) months of employment.

Substitution of Experience for exempt/exempted officers. No officer shall be certified under
these rules unless:

(a) The law enforcement agency employing said officer shall submit an Application for
Certification, Confirmation of Psychological Examination, and Confirmation of Physical
Examination, to verify that all preemployment requirements have been met.

(b)  Beginning July 1, 2010, any person applying for substitution of experience must
successfully attend the POST’s three (3) week transition school within six (6) months of
employment.

Break in Full-Time Law Enforcement Service.

(@) Beginning July 1, 2010, certified officers who have had a five-year break, but less than
a ten-year break in full-time law enforcement service must successfully attend the
POST’s three (3) week transition school within six (6) months of employment before
their certification is reinstated. Officers with over a ten-year break in full-time law
enforcement service shall be required to attend a Basic Law Enforcement Academy.

(b) Beginning July 1, 2010, officers who were certified under the Grandfather Clause of
July 1, 1970, and have attended an approved basic law enforcement school, must
successfully attend the POST's three (3) week transition school within six (6) months of
employment if they have a five-year break in full-time service.

(c) Officers who were certified under the Grandfather Clause of July 1, 1970, and have not
attended an approved basic law enforcement school, lose their grandfathered status if
they have a break in service. However, these officers may apply for certification if they
have had ten (10) years of full-time experience since July 1, 1970, and have had no
longer than a five-year break in service. Beginning July 1, 2010, they are required to
successfully attend the POST’s three (3) week transition school within six (6) months of
employment.

3
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CHAPTER 1110-02

These officers may separate directly from one law enforcement agency and be
employed as a full-time law enforcement officer by another law enforcement agency
with no loss of certification as long as there is no break in service.

Beginning July 1, 2010, officers who have attended an approved basic law
enforcement school and who were not required to be certified at that time, may apply
for certification based on this training within two (2) years of the date of completion of
the basic law enforcement school. These officers must successfully attend the POST’s
three (3) week transition school within six (6) months of employment to qualify for
certification after two (2) years and less than ten (10) years from the date of completion
of the basic law enforcement school. Officers with over a ten-year break from the date
of completion of the basic law enforcement school shall be required to attend a Basic
Law Enforcement Academy.

An officer’s certification expires after separation of full-time employment from a law
enforcement agency. A new application for certification is required for each new
employment as a law enforcement officer.

Authority: T.C.A. §§38-8-104, 38-8-105, 38-8-106, 38-8-107, 38-8-111, and 38-8-111(f). Administrative
History: Original rule filed December 20, 1982; effective January 19, 1983. Amendment filed January
28, 1986; effective April 15, 1986. Amendment filed September 17, 1987, effective December 29, 1987.
Amendment filed January 6, 1989; effective May, 1, 1989. Amendment filed November 13, 1989;
effective February 28, 1990. Amendment filed August 4, 1992; effective November 29, 1992.
Amendment filed October 25, 1993; effective March 1, 1994. Amendment filed April 19, 2002; effective
August 28, 2002. Amendment filed October 2, 2006, effective February 28, 2007. Amendment filed
March 18, 2010; effective June 16, 2010. Amendments filed March 11, 2011; effective June 9, 2011.



RULES OF
THE TENNESSEE PEACE OFFICER
STANDARDS AND TRAINING COMMISSION

CHAPTER 1110-08
PART-TIME/TEMPORARY/AUXILIARY LAW ENFORCEMENT OFFICERS

TABLE OF CONTENTS
1110-8-.01 Definitions 1110-8-.04 In-Service Training Requirements
1110-8-.02 Preemployment Requirements 1110-8-.05 Records Kept by Employing Agency
1110-8-.03 Training Requirements 1110-8-.06 Audit

1110-8-.01 DEFINITIONS.

(1) Part-time/Temporary/Reserve/Auxiliary Law Enforcement Officer is defined as any person
employed by any municipality or any political subdivision of the state of Tennessee whose
primary responsibility is to support the full-time law enforcement officers in the prevention
and detection of crime, apprehension of offenders, assisting in the prosecution of offenders
for appropriate remuneration in measure with specifically assigned duties and/or job
description. Part-time law enforcement officers will work no more than twenty (20) hours per
week or a total of no more than one hundred hours per month. Any law enforcement officer
who works in excess of the maximum hours as specified herein will be reclassified to a
full-time status and must meet all requirements for standards/training as mandated under
the law and Peace Officer Standards and Training Commission rules.

Provided however, in any situation where an officer is temporarily assigned for a period of
one (1) month or less, to work more than twenty (20) hours per week or a total of more than
one hundred (100) hours per month, such officer shall not be reclassified to a full-time status.

(2) Special Deputy is defined within this section as any person who is assigned specific law
enforcement functions as to the prevention and detection of crime and general laws of
this state on a volunteer basis, whether working alone or with other law enforcement
officers. Any law enforcement officer working on a volunteer basis shall receive no pay
or benefits except for honorariums and may be utilized for an unlimited number of hours.

Authority: T.C.A. § 38-8-101. Administrative History: Original rule filed January 6, 1989; effective
May 1, 1989. Amendment filed April 19, 2002; effective August 28, 2002.

1110-08-.02 PRE-EMPLOYMENT REQUIREMENTS.

(1) After January 1, 1989, any person employed/utilized as part-time/temporary/reserve/auxiliary
law enforcement officer or as a special deputy shall:

(a) Be at least eighteen (18) years of age;
(b) Be a citizen of the United States;

(c) Be a high school graduate or possess equivalence. No waivers will be granted for
minimum education requirements;

(d) Not have been convicted of or pleaded guilty to or entered a plea of nolo
contendere to any felony charge or to any violation of any federal or state laws or city
ordinances relating to force, violence, theft, dishonesty, gambling, liquor or controlled
substances;

February, 2007 (Revised)



PART-TIME/TEMPORARY/AUXILIARY LAW ENFORCEMENT OFFICERS CHAPTER 1110-8

(Rule 1110-8-.06, continued)

)

(e)

(f)
(9)
(h)

1. The commission may consider a waiver from pre-employment requirements for a
person who has been convicted of, or entered a plea of nolo contendere to any
violation of any federal or state laws or city ordinances (excluding felony
charges) relating to force, violence, theft, dishonesty, gambling, liquor
(including driving while intoxicated), or controlled substances when the offense
was classed as a misdemeanor.

2. No waiver shall be granted while officer is under the jurisdiction of the court
or considered on probation, whether supervised or unsupervised, and in the case
of “driving while intoxicated” the officer shall have met all the requirements
of the Tennessee Department of Safety and have been restored his/her
permanent driving privileges under the laws of the State of Tennessee.

3. A person who has had misdemeanor charges expunged may be considered
for certification. It is the responsibility of the officer and employing agency to
present information and court documents relating to expungement to the
Commission.

4, No waiver will be granted for felony convictions or a narcotics violation that could
result in a felony charge.

51 The agency must present a written request for waiver for these charges and
provide a copy of the final court disposition of the case.

Not have been released or discharged under any other than honorable discharge from
any of the armed forces of the United States;

Have his fingerprints on file with the Tennessee Bureau of Investigation;
Have passed a physical examination by a licensed physician;

Have good moral character as determined by a thorough investigation conducted
by the employing agency; and

{i——Have been certified by a Tennessee Licensed Health Care Provider qualified in the

psychiatric or psychological fields as being free from any diserderimpairment, as set
forth in the current edition of the Diagnostic and Statistical Manual of Mental Disgrders
(DSM) of the American Psychialric Association at the time of the examination-BSM,
that would, in the professional judgment of the examiner, impairaffect the subjests
person's_ability to perform amsy—an essential function of the job, with or without a
reasonable accommodation._If applicable, refer to Tenn. Comp. R. & Regs. 1110-09
Criteria for Waivers.

§—

Part-time/temporary/reserve/auxiliary law enforcement officers and special deputies who
were employed prior to January 1, 1989 and have had continuous service are exempt from
pre-employment requirements as long as they remain on active service with the department
by which they are originally employed. Any part-time/temporary/reserve/auxiliary law
enforcement officer or special deputy who has a break in service of any length whatsoever
will be required to meet pre-employment and training standards.

Authority: T.C.A. §§ 38-8-101 and 38-8-106. Administrative History: Original rule filed January 6,
1989; effective May 1, 1989. Amendment filed April 19, 2002; effective August 28, 2002._Amendment
filed October 2, 2006; effective February 28, 2007.

February, 2007 (Revised)
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RULES
OF
THE TENNESSEE PEACE OFFICER STANDARDS

CHAPTER 1110-09

CRITERIA FOR WAIVERS
TABLE OF CONTENTS
1110-09-.01 Submission of Waiver Requests 1110-09-.04 Waivers of Preemployment Requirements
1110-09-.02 Waivers of Basic Training 1110-09-.05 Waivers of In-service Training
1110-09-.03 Waivers of POST Transition School 1110-09-.06 Waivers of Eight (8) months Full-Time Service
1110-09-.04 WAIVER OF PREEMPLOYMENT REQUIREMENTS. A waiver of preemployment

requirements may be granted under the following circumstances:

(1) No person may be employed as a law enforcement officer, who requires a waiver under this
section, until such waiver is granted. “Any person who shall appoint any applicant, who, to
the knowledge of the appointee, fails to meet the minimum standards as set forth herein or
required by the Commission, and any person who signs the warrant or check for the payment
of the salary of any person who, to the knowledge of the signer, fails to meet the
qualifications as a law enforcement officer as provided herein or required by the Commission,
shall be guilty of a misdemeanor and, upon conviction, shall be subject to a fine not
exceeding one thousand dollars ($1,000)".

(&) Military History - The Commission may waive preemployement requirements relating to
the military history on an individual basis and depending on the circumstances.

1.

Waivers may be granted from preemployment requirements for the following
separations from military service:

(i)  an Entry Level Separation
(i)  a General Discharge under Honorable Conditions.

Waivers will not be granted from preemployment requirements for the following
separation from military service:

(i) Dishonorable Discharge
(i) Bad Conduct Discharge

(i)  Other Than Honorable Discharge

(b) Criminal Activity - The Commission may consider a waiver from preemployment
requirements relating to criminal activity on an individual basis and depending on the
circumstances.

1.

Waivers may be granted if the officer has been convicted of or pleaded guilty to
or entered a plea of nolo contendere to any felony charge or to any violation of
any federal or state law or city ordinance (excluding domestic violence) with the
following charges:

(i) relating to force, violence, theft, dishonesty, gambling, liquor and other
alcoholic beverages;

(i)  or controlled substances, as defined in the Tennessee Drug Control Act

11



compiled in Title 39, Chapter 17, Part 4, when the offense was classed as
a misdemeanor.

2. The employing agency requesting waiver must present a copy of the final court
disposition of the case.

3. Some of the factors to be considered when determining whether to grant a
waiver shall be:

(i) the amount of time since the offense;
(i) the amount of time since completion of the sentence;
(i)  the type, circumstances and severity of the offense;
(iv) the applicant’s activities since the offense; and
(v) the applicant’s ability to carry a fire arm pursuant to federal and state law.
(¢) Mental Diserder—Impairment- A waiver will—shall not be granted from
preemployment requirements relating-tofor a mental disorderimpairment that would

affect the person's ability to perform an essential function of the job. with or without a
reasonable accommodation.

(d) Education - A waiver will not be granted from preemployment requirements relating to
minimum education requirements.

(e) Previous decertification or voluntary surrender of certification as a law enforcement
officer — The Commission may waive preemployment requirements relating to previous
decertification or voluntary surrender of certification as a law enforcement officer on an
individual basis and depending on the circumstances.

1. Some of the factors to be considered when determining whether to grant a
waiver shall be:

(i) the circumstances surrounding and which lead to the previous
decertification or voluntary surrender of certification as a law enforcement
officer;

(i) the amount of time since the previous decertification or voluntary
surrender of certification as a law enforcement officer;

(i)  the applicant’s activities since the offense; and

(iv)  the applicant's ability to carry a fire arm pursuant to federal and state law
Authority: T.C.A. §§38-8-104, 38-8-105, and 38-8-106. Administrative History: Original rule filed
August 4, 1992; effective November 29, 1992. Amendment filed April 19, 2002; effective August 28,

2002. Amendment filed October 6, 2006; effective February 28, 2007. Amendments filed March 18,
2010; effective June 16, 2010. Amendments filed March 11, 2011, effective June 9, 2011.

12



* | a roll-call vote was necessary, the vote by the Agency on these rules was as follows:

Board Member Aye No Abstain Absent Signature
(if required)

Robert Rhoades X

Glen Donoho X

Gerald Fanion

Carl Jenkins

Jeff Lewis

James Wheeler

Ric Wilson

Brent Cherry

XXX XX XX

Rita Baker

David Bennett X

Franklin Lax

Glenn Chrisman

Bobby Williamson

XX XX

Kim Wallace

David Woolfork X

I certify that this is an accurate and complete copy of an emergency rule(s), lawfully promulgated and adopted.

Date: {1 //5'/2913 =

Signature: 9-;% /OMM._/CZ

7
Name of Offimseph Underwood

Title of Officer: Chief Counsel for Fire Prevention & Law Enforcement

{ Subscribed and sworn to before me on: L / [ 5_{ 2013

V4 Notary Public Signature: _ ¢ W“’-’Q”QM' '

U
My commission expires on: O ”ZO/ ZO[LZ
[} T

All emergency rules provided for herein have been examined by the Attorney General and Reporter of the State
of Tennessee and are approved as to legality pursuant to the provisions of the Administrative Procedures Act,

(W

A=

/ Robey E. Cooper, Jr.
Attorney General and Reporter

[(2-6-(3

Date

§8-7040 (October 2011) 5 RDA 1693
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Department of State Use Only

Filed with the Department of State on: /J/ By //‘/

Effective for: / 9'31[? *days
Effective through: ) ) A7 1} L/

* Emergency rule(s) may be effective for up to 180 days from the date of filing.

sl

Secretary of State

SS-7040 (October 2011) 6 RDA 1693
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G.0.C. STAFF RULE ABSTRACT

DEPARTMENT: Tennessee Board of Funeral Directors and Embalmers
DIVISION: Regulatory Boards, Commerce & Insurance
SUBJECT: Removal Service Fees

STATUTORY AUTHORITY: Tennessee Code Annotated, Section 62-5-203
EFFECTIVE DATES: January 3, 2014 through July 2, 2014

FISCAL IMPACT: Minimal

STAFF RULE ABSTRACT: This emergency rule, as required by the enactment of

Public Chapter 437 of 2013, was filed to effectuate the
registration of removal services for funeral directors and
embalmers.

15



Impact on Local Governments
Pursuant to T.C.A. §§ 4-5-220 and 4-5-228 “any rule proposed to be promulgated 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 governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The emergency rules adopted by the Tennessee Board of Funeral Directors and Embalmers, specifically
pertaining to removal services, will have no impact on local governments.

§8-7040 (October 2011) 4 RDA 1693
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| Department of State For Department of State Use Only ‘

Division of Publications ' 5 515

312 Rosa L. Parks, 8th Floor Snodgrass/TN Tower Sequence Number: /) / »g'ﬁ_g—l / =/
Nashville, TN 37243 xR AL
Phone: 615-741-2650 _RulelD(s): § b 356857
Fax: 615-741-5133 File Date (effective / / 9/

Email: register.information@tn.qov date): /: 3 /

End Effective Date: 7/0'1."/'/4/

Emergency Rule Filing Form

Emergency rules are effective from date of filing for a period of up to 180 days.

| Agency/Board/Commission: | Tennessee Board of Funeral Directors and Embalmers
l Division: Department of Commerce and Insurance, Division of Regulatory Boards
I Contact Person: | R. Benton McDonough
Address: | Office of Legal Counsel
500 James Robertson Parkway
Davy Crockett Tower
| Nashville, Tennessee
Zip: | 37243
Phone: 615-741-8509
Email: | Benton.mcdonough@tn.gov

Rule Type:
X Emergency Rule

Revision Type (check all that apply):
~ X  Amendment
X New
____ Repeal

Statement of Necessity:

The Tennessee Board of Funeral Directors and Embalmers is required by the enactment of 2013 Public Act 437
| to implement rules prior to January 1, 2014, in order to effectuate the registration of removal services under that
| Act. The implementation of these rules within the required time period precludes utilization of rulemaking
procedures described in Tennessee Code Annotated, Title 4, Chapter 5, Part 2 for the promulgation of
permanent rules.

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

Chapter Number | Chapter Title

 0660-03 | Fees
Rule Number | Rule Title
0660-03-.11 | Removal Service Fees

Chapter Number | Chapter Title
‘ 0660-12 Removal Services

S8-7040 (October 2011) 1 RDA 1693
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Rule Number

Rule Title

0660-12-.01

Removal Services

18




Amended Rules

Chapter 0660-03-.11
Fees

Rule 0660-03 Fees is amended by adding a new section to the end of the chapter which shall read:
0660-03-.11 Removal Service Fees
(1 An application for registration as a removal service shall be submitted on a form prescribed by the board

and shall be accompanied by proof of liability insurance in the amount of one million dollars
($1.000.000.00) and a nonrefundable fee in the amount of three hundred fifty dollars ($350.00).

(2) The board may renew a certificate of reqistration provided that an application for renewal, accompanied
by proof of liability insurance in the amount of one million dollars ($1,000,000.00) and a nonrefundable
fee in the amount of two hundred fifty dollars ($250.00), is received by the board no later than the date of

expiration.

Authority: T.C.A. §§ 62-5-203 and 62-5-318

New Rules

Chapter 0660-12
Removal Service

Rule 0660-12 Removal Service
Rule 0660-12-01 Removal Service

(1) No removal service, as defined in T.C.A. Title 62, Chapter 5, Part 1, shall operate in this state without first
registering with the Funeral Board as a removal service.

(2) An application for registration as a removal service shall be submitted on a form prescribed by the board
and shall be accompanied by a nonrefundable fee as set by the board and proof of liability insurance in
an amount set by the board.

(3) The hoard may renew a certificate of registration provided that an application for renewal, accompanied
by a nonrefundable fee set by the board and proof of liability insurance in an amount set by the board, is
received by the board no later than the date of expiration.

Authority: T.C.A. §§ 62-5-203 and 62-5-318

SS-7040 (October 2011) 2 RDA 1693
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* |f a roll-call vote was necessary, the vote by the Agency on these rules was as follows:

Board Member Aye No Abstain Absent Signature

(if required)

Wayne Hinkle
Rob Helms
David Neal

W.T. Patterson
Jane Gray Sowell
Robert Starkey
Anita Taylor

XXX XXX | X

| certify that this is an accurate and complete copy of an emergency rule(s), lawfully promulgated and adopted.

Date: 1/3/2Q14

Signature: M-ﬂ"@? i
“\\\l.nlllmw

)
& ‘\;J}x ETW’f %, Name of Officer: MICh{BfVET
$ & gme™ "47 _
s § OF = Title of Officer; Chief Counsel, Regulatory Boards
= | TENNESSEE z
Z % NOWARY 7 = / ) q
= C—}y PUEUC_,\b )\Dscrlbed and sworn to before me on: 3 [
ORIty S8 L
%C‘Zf""fff,?Nﬁ\‘ \\\gs?;\' Notary Public Signature: } \(_/O(}’ l {._ (_,QJJLQVL/W/O
m”"a.g. W
310N [_'(E)'l\

My commission expires on: ” j (_&J |

All emergency rules provided for herein have been examined by the Attorney General and Reporter 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.

%cﬂm 15 CCDDG&L%

Robert E. Cooper, Jr. -

Attorney General and, Reporter
\ /=) 2 0\Y4

Y Date

Department of State Use Only

o !
e 3 Filed with the Department of State on: ~ / 5 / / L/

Effective for: d 9 L/‘ *days
Effective through: 7/1 / / 'i/'f

_ * Emergency rule(s) may be effective for up to 180 days from the date of filing.
-

&b 0
Fd Tre Hargett

Secretary of State
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G.O.C. STAFF RULE ABSTRACT

DEPARTMENT: Board of Pharmacy

DIVISION: Health Related Boards

SUBJECT: Sterile Product Preparation in Pharmacy Practice
Licensure Fee Increase

STATUTORY AUTHORITY: Tennessee Code Annotated, Section 63-10-304

EFFECTIVE DATES: January 31, 2014 through July 30, 2014

FISCAL IMPACT: The agency has provided the following fiscal impact
information:

Because this rule increases licensure fees, and creates a new supplementary registration, it is
expected that it will have a significant impact on Board of Pharmacy revenues and expenditures.
It is unclear how the fee changes will impact the numbers of licenses purchased biennially (e.g.,
it is possible that some entities which currently hold both manufacturer and pharmacy licenses
will drop one of them), and whether they will result in a net gain or loss for the Board. The fee
increases are also going to support three additional pharmacist-investigators, as well as an
additional administrative staff person. Because the Board derives a significant portion of its
revenues from civil penalties assessed due to regulatory violations, it is unclear whether the
increased investigative staff will result in the collection of more civil penalties, or if the greater
presence of investigators “in the field” and increased frequency of inspections will increase
compliance and help licensees to better follow the law.

STAFF RULE ABSTRACT:

The proposed rules would extensively modify Rule Chapter 1140-07. New section 1140-07-.02
“Standards” would be created, and would contain requirements mandating that licensees who
compound sterile products comply with sterility guidelines adopted by Board and new reporting
requirements imposed by state law. Sections 1140-07-.03, 1140-07-.04, 1140-07-05, 1140-
07.07 and 1140-07.08 are amended to require compliance with the Board sterility guidelines,
rather than the specific and inadequate provisions currently effective. The proposed
modifications to Section 1140-07-04 would require an expansion of the areas covered in
licensees’ policy and procedure manual, and would further require compliance with the policy
and procedure manual.

The proposed modifications to Section 1140-07-.08 would also require licensees to perform a
gap analysis between inspections by Board investigators, and would require licensees to report
exceptions or deficiencies uncovered by those analyses to the Board.

21



The proposed modifications to Rule Chapter 1140-09 would create separate licensure
categories for drug or device manufacturers and drug or device wholesalers/distributors.
Currently, both hold the same license. Section 1140-09-.02 would be modified to require that
owners or managers of such facilities submit to a criminal background check. The title of
Section 1 140-09-.05 is amended to include the word “General” so that it now reads “Minimum
Requirements for General Operation.” A new section 1140-09-.06 would be created, titled
“Minimum Requirements for Sterile Product Operation,” which would require manufacturers or
wholesaler/distributors to comply with Board guidelines for the manufacture or distribution of
sterile drug products.
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Impact on Local Governments

Pursuant to T.C.A. § 4-5-228(a), “any rule proposed-te be promulgated 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 financial impact on local governments.”

The proposed rule amendments should not have a financial impact on local governments.

§S-7040 (October 2011) 17 RDA 1693
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(1)

(2)

()

(4)

®)

(6)

(7)

REGULATORY FLEXIBILITY ANALYSIS

The extent to which the rule or rule may overlap, duplicate, or conflict with other federal, state,
and local governmental rules.

The amended rules do not overlap, duplicate, or conflict with other federal, state, and local government
rules.

Clarity, conciseness, and lack of ambiguity in the rule or rules.
The amended rules exhibit clarity, conciseness, and lack of ambiguity.
The establishment of flexible compliance and/or reporting requirements for small businesses.

Compliance and reporting requirements were intended to be as unobtrusive as possible, while still
protecting public safety. The proposed rules also allow the Board of Pharmacy to grant exemptions from
compliance and reporting requirements upon a showing of good cause.

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

The schedules and deadlines for compliance and reporting are objective and occur at regular intervals.
The Board will also conduct outreach and provide education to stakeholders.

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

The reporting requirements are the same for both small and large businesses. The requirements are well-
defined.

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

The proposed rules do not set any performance standards, but do establish design and operational
standards. The proposed rules also allow the Board of Pharmacy to grant exemptions from these
standards.

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

The amended rules create no entry barriers or other effects that would stifle legitimate entrepreneurial
activity, curb innovation, or increase costs for legitimate businesses. Many of the requirements imposed
by these proposed rules have already been adopted by a plurality of other states. Many of the proposed
requirements are equal to, or less stringent than, equivalent federal statutes and rules. Most of the
impacted stakeholders already comply with these other state and federal standards.

SS-7040 (October 2011) 18 RDA 1693
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STATEMENT OF ECONOMIC IMPACT TO SMALL BUSINESSES

Name of Board, Committee or Council: Tennessee Board of Pharmacy

Rulemaking hearing date: N/A

1.

Type or types of small business and an identification and estimate of the number of small
businesses subject to the proposed rule that would bear the cost of, and/or directly benefit from
the proposed rule:

Some pharmacies, hospitals, drug/medical device manufacturers, drug/medical device
manufacturers/distributors, and other entities tangentially involved in the pharmaceutical and medical
device industries may have to bear significant compliance costs.

Projected reporting, recordkeeping and other administrative costs required for compliance with
the proposed rule, including the type of professional skills necessary for preparation of the report
or record:

In keeping with the requirements imposed by Public Chapter 266, additional reporting requirements for
compounding pharmacies must be satisfied. These reports can be prepared by clerical or administrative
staff, but will likely be generated automatically by software.

The proposed rules would also require some additional record-keeping requirements, which could be
performed by clerical or administrative staff, but again will likely be facilitated or completed through the
use of software.

Statement of the probable effect on impacted small businesses and consumers:

Many small businesses in the drug and device industry already comply with the standards proposed by
this rule and will not bear any additional costs due to its implementation. These nationally-recognized
standards have been implemented in dozens of states and largely equivalent to federal standards, so
small businesses which routinely operate outside Tennessee or deal with federal authorities on a regular
basis may derive some benefit from these rules, as they will not have any additional compliance costs.
Unsophisticated, poorly managed small businesses, or those which purposely operate in legal grey-
areas, will be negatively impacted by the proposed rules.

The proposed rules are designed to protect the public and ensure the stability of drug supplies. Both of
these would have a positive effect on consumers.

Description of any less burdensome, less intrusive or less costly alternative methods of achieving
the purpose and/or objectives of the proposed rule that may exist, and to what extent, such
alternative means might be less burdensome to small business:

The proposed rules would allow the Board of Pharmacy to grant exemptions from the more burdensome
requirements upon a showing of good cause. The Department of Health, in cooperation with the Board,
is in the process of designing a form to facilitate the application for and consideration of exemptions to the
proposed rules. There are no less burdensome, intrusive, or costly alternative methods which provide the
same level of protection to the public. Due to the exigent circumstances surrounding the fungal
meningitis outbreak and subsequent outbreaks of infections associated with unsafe compounded
products, the proposed rules represent the best and only way to protect the public as well as the
legitimacy of the pharmacy compounding industry.

Comparison of the proposed rule with any federal or state counterparts:

Federal: Currently, there is no exact analogue for these proposed rules in the federal laws.
Similar federal rules imposed on drug manufacturers registered with FDA, known as
“Good manufacturing Practices” are substantially more stringent than the proposed rules.
However, there is pending federal legislation that, if passed, would impose standards

SS-7040 (October 2011) 19 RDA 1693
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equivalent to the proposed rules.

State: Most other states have adopted standards which- mirror, or are largely equivalent to, the
proposed rules. A tiny minority of states have standards which are less stringent than
those contained in the proposed rules.

6. Analysis of the effect of the possible exemption of small businesses from all or any part of the
requirements contained in the proposed rule.

Small businesses, upon a showing of good cause, can apply for an exemption from certain provisions of
the proposed rules. Such exemptions will allow these businesses to continue operating and providing

critically needed drugs to those in need. A complete exemption from the proposed rules for small
businesses would defeat the purpose of the proposed rule and places the public at risk.

$S-7040 (October 2011) 20 RDA 1693
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Emergency rules are effective from date of filing for a period of up to 180 days.

Agency/Board/Commission: Board of Pharmacy
Division:
Contact Person: Stefan Cange, Assistant General Counsel
Address: 665 Mainstream Drive, Nashville, Tennessee
Zip: 37243
Phone:- 615-741-1611
Email: Stefan.Cange@tn.gov

Rule Type:
X Emergency Rule

Revision Type (check all that apply):
_ X Amendment
X New
__ Repeal

Statement of Necessity:

The Tennessee Board of Pharmacy (“Board”) is proposing to promulgate emergency rules pursuant to Tenn.
Code Ann. § 4-5-208 (a)(1) because it finds that “[a]n immediate danger to the public health, safety [and] welfare
exists,” and no other form of rulemaking authorized by Part 4, Chapter 5 of the Tennessee Code would
adequately protect the public. The proposed rules would strengthen the current regulation of pharmacies,
manufacturers, and wholesaler/distributors which produce compounded drugs and biologic products. The rules
would enhance the Board's authority to halt the production of sterile compounded products, facilitate the recall
and distribution of sterile compounded products which pose an imminent threat to public, health, and safety
because the quality of the product has been compromised with contaminants such as fungal and/or bacterial
agents which could cause disease. The proposed rules would also allow the quarantine or disposal of such
unsafe products by the Board. The rules would strengthen the Board's ability to conduct investigations of
pharmacies and other entities which produce sterile compounded products and significantly enhance the
standards under which Tennessee licensed facilities operate when they are preparing sterile compounded
products.

The proposed rules are needed because the Board is acutely aware of the danger that improperly compounded
products pose. The United States has recently witnessed a public health disaster, the tragic outbreak of
meningitis directly related to compounded sterile drugs which were administered to patients. These tainted
drugs produced by a compounding pharmacy located in Massachusetts caused 15 deaths and 152 cases of
illness of Tennesseans. Tennessee and national health officials are also investigating infections associated with
the use of sterile products compounded by a Tennessee manufacturer. Due to a variety of reasons, including
chronic drug shortages, sterile compounded products are being used with increasing regularity by health care
providers. The Board understands that compounding pharmacies play a vitat role ir ensuring that patients have
access to the drugs they need, but an appropriate level of regulation is necessary in this sector. The Board
believes that the additional authority and strengthened standards in the proposed rules will save lives. |t is
imperative that the Board have the authority set forth in the rules in order to adequately regulate the production
of compounded products by Tennessee licensed facilities because of the immediate danger to public health,
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1140-01-.01
1140-01-.02
1140-01-.03
1140-01-04

1140-01-,05
1140-01-.06

1140-01-.07
1140-01-.08

Licenses

RULES
OF
THE TENNESSEE BOARD OF PHARMACY

CHAPTER 1140-01
INTRODUCTORY RULES

TABLE OF CONTENTS

Definitions 1140-01-09 Renewal of Licenses

Violations Constitute Unprofessional Conduct 1140-01-.10 Fees

Application for a Pharmacist License 1140-01-11  Controlled Substance Registration
1140-01-12  Sterile Compounding Reglstration

Pharmacy Internship 1140-01-.4213 Standards for Pharmacies and
Prescription

Licensing Examinations Depariment Securily

Summary Suspension of License 1140-01-4314 Standards for Manufaciurers and
Wholesalegs/Distributors

Inactive Licenses and License Reinstatement 1140-01- 4415 Prescription Drugs Dispensed by Heaith

Application for Pharmacy Practice site, Departments

Manufacturer and Wholesaler/Distributor

1140-01-.01 DEFINITIONS.

M
@)

©)

4

®)

()

()

"ACPE” means the Accreditation Council for Pharmaceutical Education.

“Alternate or alternative infusion pharmacy practice site” means a pharmacy practice site
where parenteral, enteral or respiratory therapies, and ancillary supplies, medications and
equipment are provided to patients in a non-institutional setting.

“Accreditation Council for Pharmacy Education (ACPE)" means the national organization for
accreditation of professional degree programs in pharmacy and for accreditation of providers
of continuing pharmacy education.

“Blood” means whole blood collected from a single donor and processed either for
transfusion or further manufacturing.

“Blood fraction/component” means that part of blood separated by physical or mechanical
means.

“Centralized Prescription Processing” is the filling or refiling of a lawful prescription order
written by the patient's authorized prescriber by one (1) pharmacy licensed by the State of
Tennessee at the request of another pharmacy licensed by the State of Tennessee for the
delivery of the prescription drugs to the patient or patient's agent.

“Certified pharmacy technician” means an individual who is certified by a national or state
agency that offers a certification program that is recognized by the board.

(8) "Commercially available” means any marketed FDA-approved drug or biologic product not

= [ Formatted: Font color: Red, Strikethrough

)

currently listed on any official shortage lis] recognized by the Board of Pharmacy,

(9)  “Component” means any active ingredient, or any added substance. inactive ingredient
excipient or pharmaceulic ingredient, intended for use in the compounding of a drug product,
including those that may not appear on the product label

April, 2012 (Revised) 1
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.01, continued)

(10)68)"Consultant pharmacist” means a pharmacist retained on a routine basis to consult with
organizations, institutional facilities or patients in areas that pertain to the practice of
pharmacy.

(1149“Contact hour” means any hour of completed continuing pharmaceutical education
programming which is:

(a) accredited by ACPE (including, but not limited to, live programs, independent study
courses, home correspondence courses, and audio or video cassettes); or

(o) approved by the board (including, but not limited to, attendance at state, district, or
local pharmacy association meetings).

{12)(49)"Continuing education unit” means ten (10) hours of participation in an ACPE approved or
board-approved continuing pharmaceutical education program under responsible
sponsorship, capable direction, and qualified instruction.

(13)14'Drug sample” means a unit of a prescription drug that is not intended to be sold and is
intended to promote the sale of the prescription drug.

(14)¢12) Electronic medical or prescription order” means a medical or prescription order which is
transmitted by computer technology other than by electronic image transmission.

(15)43)"Facsimile (FAX) medical or prescription order” means a medical or prescription order
which-is transmitted by an electronic image transmission.

(16)¢+4)"Foreign pharmacy graduate” means a person whose undergraduate pharmacy degree was
conferred by any college or school of pharmacy not accredited by the ACPE but which is
listed in the World Health Organization World Directory of Colleges and Schools of
Pharmacy, or otherwise approved by the Foreign Pharmacy Graduate Examination
Committee (FPGEC) certification program as established by the National Association of
Boards of Pharmacy.

(17)45)"Hazardous product” means any substance that may be cytotoxic, genotoxic, oncogenic,
mutagenic, teratogenic, or otherwise pose a potential health hazard.

(18)¢16)"Institutional facility” means any organization whose primary purpose is to provide a
physical environment for patients to obtain health care services, and where patients spend a
majority of their time within the facility, including but not limited to a(n):

(a)  adult care facility;

(b) assisted living facility;

(c) correctional facility;

(d) developmental disability center;

(e) hospital;

(f  inpatient psychiatric center;

(g) intermediate care facility for the mentally retarded;
(h)  mental health facility,

(i) nursing facility,

) personal care home;

(k) rehabilitation center;

0] residential drug or alcohol treatment center;
(m) rest home;

(n) retirement center,

(o) sub-acute care facility; and

April, 2012 (Revised) 2
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.01, continued)

(2

university health center.

(19YA Institutional pharmacy practice site” means a pharmacy practice site serving patients
within an institutional facility.

(20)H18y“Medication order” means a prescription order for any prescription drug or device or related
material issued by an authorized prescriber to authorized healthcare personnel in an
institutional facility or institutional pharmacy practice site.

(21)(49)"National Association of Boards of Pharmacy (NABP)” means the professional organization
that represents the individual state boards of pharmacy.

(22)@20)“Nuclear pharmacy practice site” means a pharmacy practice site providing
radiopharmaceutical services.

(23241 "Patient counseling” means communication by the pharmacist of information to the patient
or caregiver in order to improve therapeutic outcome.

(24)22)"Pharmaceutical care” is the responsible provision of drug therapy through, among other
things, pharmacists identifying potential and actual drug-related problems and resolving and
preventing drug-related problems, for the purpose of achieving definite outcomes that
improve a patient’s quality of life. The outcomes include but are not limited to cure of a
disease, elimination or reduction of a patient's symptomatology, arresting or slowing of a
disease process and the preventing of a disease or symptomatology.

(25)23)"Pharmacy internship” is a period of practical pharmacy experience under the direct
supervision of a licensed pharmacist and pursuant to the rules of the board.

(26)(24)'Pharmacy practice site” means any place within this state where prescription drugs or
prescription devices are dispensed and where pharmaceutical care is provided, and any
place outside of the state where prescription drugs or prescription devices are dispensed and
pharmaceutical care is provided to persons residing in this state.

(27)425)"Preceptor” means an individual who is currently licensed as a pharmacist and who meets
the qualifications of a preceptor under the rules of the board and participates in the education
of pharmacy interns.

(28)(26)"Prescription department” means the area of a pharmacy practice site in which prescription
drugs and devices and related materials are stocked and medical and prescription orders are
compounded and dispensed.

(29%27)"Quality assurance” means a system for identifying problems in patient care that are
resolved via administrative, clinical, or educational actions to ensure that final products and
outcomes meet applicable specifications.

(30)(28)"Radiopharmaceutical service” means, but is not limited to:

(a)
(b)

the compounding, dispensing, labeling, and delivering of radiopharmaceuticals;

the participation in radiopharmaceutical selection and radiopharmaceutical utilization
reviews,

(c) the proper and safe storage and distribution of radiopharmaceuticals;
(d) the maintenance of radiopharmaceutical quality assurance;
April, 2012 (Revised) 3
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INTRODUCTORY RULES CHAPTER 1140-01
(Rule 1140-01-.01, continued)
(e) the responsibility for advising, where necessary or where regulated, of the diagnostic
and therapeutic value, hazards, and use of radiopharmaceuticals; and
(i the offering or performing of those acts, services, operations, or transactions necessary

in the conduct, operation, management, and control of a nuclear pharmacy practice
site.

(31){29)"Reciprocity” means to issue a license to an applicant who furnishes satisfactory proof of
licensing by examination in another state or territory pursuant to the rules of the board.

(32){30)“Shall" means that compliance is mandatory.

(33) “Sterile product” means any dosage form, drug product, or biological product devoid from all
living microorganisims, including but not limited to bacteria and fungus.

(34) “Sterile _manufacturing” means the production, propagation, processing, pooling, or
repackaqing of sterile products for wholesale or any other form of distribution. not pursuant to
g brescription or medical order. e {Formatted: Underline, Font color: Blue ]

{35)(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.

(361232)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.

(37){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.

(38)¢34) "USP" means the United States Pharmacopeia.

o [ Formatted: Font color: Red, Strikethrough J

(39) “USP Standard” means any applicable standard published in the 2012 version of United
States Pharmacopeia National Formulary guidelines.

(40) “USP 797" means the 2012 version of United States Phammacopeia Mational Formulary
General Chapter 787 “Pharmaceutical Compounding—Sterile Preparations.”

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.

(44— Any-person-whe-violales-any- rule-of the-beard-may-be deemed-guilly-of —dishoporable:... - { Formatted: Font color: Red, Sirkethrough |
immoral—unethical-of-unprefessional-cenduct-withinthe—meaning-of —T-G.A: 53310 Formatted: Indent: Left; 0.5", Hanging:
505(6) 0.5", Numbered + Level: 1 + Numbering Style:

1,2, 3, .. + Startat: 1 + Alignment: Left +
Aligned at: 0.5" + Indent at: 0.75" |
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.01, continued)

(1) Any person who violates any rule of the board may be deemed quilty of dishonorable,

immoral, unethical or_unprofessional conduct within the meaning of T.CA. § 63-10-

305(6).

Authority: T.C.A. §§ 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;
(o)  Application and registration fees established in rule 1140-01-.10; and

()  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.

(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.

April, 2012 (Revised) 5
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.03, continued)

Authority: T.C.A. §§ 63-10-101, 63-10-102(a), 63-1-116, 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. Amendment filed January 4, 2012, effective April 3, 2012.

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.CA. §§ 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
10, 1977. Repeal and new rule filed February 7, 1983; effective March 9, 1983. Amendment filed
December 17, 1984; effective March 16, 1985. Amendment filed January 19, 1988, effective April 27,
1988. Repeal and new rule filed Mary 11, 1998, effective July 25, 1998.

1140-01-.05 LICENSING EXAMINATIONS.

(1)  An applicant for an initial license to engage in the practice of pharmacy in the State of
Tennessee shall take the National Association of Boards of Pharmacy (NABP) Multistate
Pharmacy Jurisprudence Examination (MPJE®) and the NABP North American Pharmacy
Licensing Examination (NAPLEX®), which shall be administered on the dates scheduled by
the NABP. An applicant shall also meet the minimum acceptable passing scores on the
NAPLEX® and MPJE® as established and nationally accepted.

(2) An applicant to obtain a pharmacy license by reciprocity shall successfully complete the
MPJE®.

(3) In addition to completing the requirements in paragraph (1) of this rule, a pharmacy foreign
graduate shall successfully complete the foreign pharmacy equivalency examination, the
Test of Spoken English (TSE®) examination and any other requirements established by the
NABP.

(4) Any applicant who fails either the NAPLEX® or MPJE® may retake the examinations at any
of the next examination dates scheduled by the NABP. If an applicant fails the NAPLEX® or

MPJE® three (3) consecutive times, then the Board may require that applicant to take review
courses prior to any following reexamination.
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INTRODUCTORY RULES CHAPTER 1140-01
(Rule 1140-01-.05, continued)
Authority: T.C.A. §§ 63-10-304 and 63-10-306. 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.
1140-01-.06 SUMMARY SUSPENSION OF LICENSE.
Pursuant to T.C.A. § 4-5-320, if the board finds that public health, safety or welfare imperatively requires
emergency action and incorporates a finding to that effect in its order, summary suspension of a license
may be ordered pending proceedings for revocation or other action.
Authority: T.C.A. §§ 4-5-320, 63-10-101, 63-10-102, 63-10-504(b)(1), 63-10-504(b)(2), and 63-10-505.
Administrative History: Original rule certified June 7, 1974. Repeal and new rule filed February 7,
1983; effective March 9, 1983. Amendment filed November 15, 1989, effective December 30, 1989.
Repeal and new rule filed May 11, 1998; effective July 25, 1998.
1140-01-.07 INACTIVE LICENSES AND LICENSE REINSTATEMENT.

(1) A pharmacist may apply for an inactive license by:

(a) Completing the biennial license renewal application form; and

(b)  Paying the biennial renewal fee for an inactive license.

(2) A pharmacist maintaining an active license to practice pharmacy in another
state or jurisdiction is ineligible for inactive license status in Tennessee.

(3) A pharmacist seeking active status for an inactive, delinquent, suspended or revoked license
must fulfill the following minimum requirements.

(@) If the license has been inactive, delinquent, suspended or revoked for less than one (1)
year, the pharmacist shall:

1. Provide written notice to the board requesting an active license;

2. Satisfy all past due continuing pharmaceutical education as required by the
board; and

3. Pay all cumulative license renewal fees and any applicable penalty fees for the
period during which the license was inactive, delinquent, suspended or revoked.

(b) Ifthe license has been inactive, delinquent, suspended or revoked from one (1) year to
not more than five (5) consecutive years, the pharmacist shall:

1. Provide written notice to the board requesting an active license;

2. Satisfy all past due continuing pharmaceutical education as required by the
board;

3. Successfully complete the jurisprudence examination;
4. Pay all cumulative license renewal fees and any applicable penalty fees for the

period during which the license was inactive, delinquent, suspended or revoked;
and
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(Rule 1140-01-.07, continued)

5.

Complete a period of pharmacy internship in Tennessee as follows.

() If the license has been inactive, delinquent, suspended or revoked from
one (1) year to not more than three (3) consecutive years, one hundred
sixty (160) hours within ninety (90) consecutive days.

(i)  If the license has been inactive, delinquent, suspended or revoked for
more than three (3) consecutive years but not more than five (5)
consecutive years, three hundred twenty (320) hours within one hundred
eighty (180) consecutive days.

(c) If the license has been inactive, delinquent, suspended or revoked for more than five
(5) consecutive years, the pharmacist shall:

1.

2.

Provide written notice to the board requesting an active license;

Satisfy all past due continuing pharmaceutical education as required by the
board;

Successfully complete the NAPLEX and jurisprudence examinations;

Pay all cumulative license renewal fees and any applicable penalty fees for the
period during which the license was inactive, delinquent, suspended or revoked,
and

Complete a period of pharmacy internship of three hundred twenty (320) hours
within one hundred eighty (180) consecutive days.

(d) Fulfil any other requirements which may be contained in any order of the board
suspending or revoking the applicant’s license.

() The board shall consider a written notice requesting reinstatement of an inactive,
delinquent, suspended or revoked license within ninety (90) days of the notice being
received by the director.

(i  The board shall consider a waiver upon request.

Authority: T.CA. §§ 63-10-101, 63-10-102, 63-10-210, 63-10-404(17), and 63-10-504(b)(1).
Administrative History: Original rule certified June 7, 1974. Amendment filed June 7, 1974; effective
July 7, 1974. Amendment filed September 23, 1975, effective October 23, 1975. Amendment filed
January 11, 1977; effective February 10, 1977. Amendment filed April 11, 1979; effective July 30, 1979.
Repeal and new rule filed February 7, 1983, effective March 9, 1983. Amendment filed January 26, 1987;
effective April 29, 1987. Repeal and new rule filed May 11, 1998, effective July 25, 1998.

1140-01-.08 APPLICATION FOR PHARMACY PRACTICE SITE, MANUFACTURER AND
| WHOLESALER/DISTRIBUTOR LICENSES.

(1) Application for a license to operate as a pharmacy practice site, manufacturer or
| wholesaler/distributor within the state of Tennessee shall be submitted to the office of the
board at least thirty (30) days prior to the scheduled opening date. No pharmacy practice
| site, manufacturer or wholesaler/distributor may open within the state of Tennessee until a
license has been obtained; and such license will not be issued until an inspection by an

authorized representative of the board has been made.
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INTRODUCTORY RULES CHAPTER 1140-01
(Rule 1140-01-.08, continued)

(2) An application for an existing pharmacy practice site, manufacturer or wholesaler{distributor
physically located within the state of Tennessee must be filed when the pharmacy practice
site, manufacturer or wholesaler/distributor changes name, location or ownership.

(a) Transactions constituting a change of ownership include, but are not limited to, the
following:

1. A sole proprietor becomes a member of a partnership or corporation, which
succeeds him as the new operator;

2. A partnership dissolves;

3. One partnership is replaced by another through the removal, addition or
substitution of a partner;

4, Two (2) or more corporations merge and the originally-licensed corporation does
not survive; and

5.  Transfers between levels of government.

(b) Transactions which do not constitute a change of ownership include, but are not limited
to, the following:

1. Changes in the membership of a corporate board of directors or board of
trustees;

2. Two (2) or more corporations merge and the originally-licensed corporation
survives; and

3. Corporate stock transfers or sales, even when a controlling interest.

(3) No out-of-state pharmacy practice site, manufacturer or wholesaler/distributor shall conduct
business in the state of Tennessee until such pharmacy practice site, manufacturer or
wholesaler/distributor obtains the required license from the board. In order to obtain a
license for a pharmacy practice site, manufacturer or wholesaler/distributor physically located
out-of-state the following standards must be met.

(a) Pharmacy practice site.

1. Submit an application for a license, which shall include the address of the
pharmacy practice site, name of owner if a sole proprietorship, names of partners
if a partnership or names and titles of all officers if a corporation and names of all
pharmacists who practice at the site, together with the appropriate application
fee. The director shall be notified in writing within thirty (30) days of any change
in the information contained on the original application for a license, including
names of pharmacists practicing at the site,

2. Comply with all statutorily authorized directions and requests for information from
the board.

3; Maintain at all times a current permit, license or registration to conduct the
pharmacy practice site in compliance with the laws of the state in which the site
is physically located.
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(Rule 1140-01-.08, continued)

4

Submit a copy of the most recent inspection report resulting from an inspection
conducted by the regulatory or licensing agency of the state in which the
pharmacy practice site is physically located. Thereafter, the pharmacy practice
site shall submit to the director a copy of any subsequent inspection report
conducted by the regulatory or licensing agency of the state in which the site is
physically located.

Maintain records of prescription orders dispensed to persons residing in
Tennessee.

All records of prescription orders prepared and dispensed to persons residing in
Tennessee shall be readily retrievable from other records.

During regular hours of operation, but not less than six (6) days per week nor for
a minimum of forty (40) hours per week provide access to a pharmacist by a toll-
free telephone service. A toll-free number shall be placed on the label affixed to
the dispensing container for each prescription dispensed to a person residing in
Tennessee.

Designate a pharmacist in charge who shall be responsible for compliance with
the provisions in this section, and who shall hold a current Tennessee
pharmacist license.

All out-of-state pharmacy practice sites shall comply with the requirements for
patient counseling, patient profiling, drug regimen review and pharmaceutical
care as set forth at 1140-03-.01.

(b)  Manufacturer or wholesaler/distributor.

1.

Submit an application for a license, which shall include the address of the
manufacturer or wholesaler/distributor, name of owner if a sole proprietorship,
names of partners if a partnership or names and titles of all officers if a
corporation, together with the appropriate application fee. The director shall be
notified in writing within thirty (30) days of any change in the information
contained on the original application for a license.

Submit a copy of the most recent inspection report resulting from an inspection
conducted by the regulatory or licensing agency of the state in which the
manufacturer or wholesaler/distributor is physically located. Thereafter, the
manufacturer or wholesaler/distributor shall submit to the director a copy of any
subsequent inspection report conducted by the regulatory or licensing agency of
the state in which the manufacturer or wholesaler/distributor is physically located.

Comply with the requirements contained in Chapter 1140-09 of the rules of the
Board of Pharmacy.

(4) Representatives of a manufacturer or wholesaler/distributor conducting business in the state
of Tennessee and who possesses and distributes controlled substances shall obtain a
controlled substance registration from the Board of Pharmacy.

(5) Representatives of a manufacturer, or wholesaler/distributor conducting business in the state

of Tennessee and who manufaciures. prepares, propagates, repackages, or processes

sterile drua products or biological products using aseplic processing must register and

possess a modifier as a sterile manufacturer or wholesaler/distributor with the Board of

Pharmacy in accordance with this chapter
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INTRODUCTORY RULES CHAPTER 1140-01
(Rule 1140-01-.08, continued)
| (6)¢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.

I (7)8} In determining whether to grant a license under this rule, the board shall require from the

applicant proof satisfactory to the board that the:

(a) Applicant is of good moral character, or, if the applicant is a partnership or corporation,
that the managing officers are of good moral character; and

(b) That the applicant is equipped as to land, buildings and equipment necessary to
conduct the business for which the application has been submitted.

Authority: T.C.A. §§ 53-11-301, 53-14-104, 53-14-106, 53-14-107, 56-1-302(b)(1)(2), 63-10-101, 63-10-
102(a), 63-10-203, 63-10-204, 63-10-210, 63-10-404(18), (28), and (37), 63-10-504(b)(1), § 63-10-
504(b)(2), 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 September 30, 1985; effective
October 30, 1985. Amendment filed January 19, 1988; effective April 27, 1988. Amendment filed August
25, 1989; effective October 9, 1989. Amendment filed October 30, 1991, effective December 14, 1991.
Amendment filed November 17, 1994, effective March 30, 1995. Repeal and new rule filed May 11,
1998; effective July 25, 1998.

1140-01-.09 RENEWAL OF LICENSES.

(1) Al licenses and certificates of registration granted by the board shall be for a two (2) year
period beginning on the date the license is initially granted. All licenses and certificates of
registration shall be renewed on or before the last day of the two (2) year license cycle.

(2) A pharmacist or pharmacy technician serving in the uniformed services of the United States
shall not be required to pay license or registration renewal fees during the period of active
duty and the pharmacist shall not be required to complete continuing pharmacy education
requirements during the period of active duty.

Authority: T.C.A. §§ 53-11-301, 53-11-302, 56-1-302(b)(1)(2), 63-10-102(a), 63-10-404(17), £3-10~
504(1) and (2), 63-10-304(b)(1) 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 April 12,
1990; effective July 29, 1990. Amendment filed November 17, 1994, effective March 30, 1995. Repeal
and new rule filed May 11, 1998; effective July 25, 1998. Amendment filed December 23, 2009; effective
March 23, 2010.

(1) An applicant for examination for a license as a pharmacist shall pay a fee of fifty dollars
($50.00) plus cost of the examination and materials.

(2) An applicant for a reciprocal license or NAPLEX score transfer shall pay a fee of three
hundred dollars ($300.00).

(3) Each person becoming licensed as a pharmacist shall pay a registration fee of one-hundred
twenty-five _doilars ($125.00).ninety—six—dollars ($96.00). Each person licensed as a
pharmacist who desires to continue in the practice of pharmacy shall biennially, on or before
the last day of the month that the person’s license shall expire, pay a renewal fee of one-
hundred twenty-five dollars ($125.00).rinety-six-dollars($96.00). Each person licensed as a
pharmacist and who wishes to obtain an inactive license shall biennially, on or before the last
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.10, continued)

®)
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(13)

day of the month that the person's license shall expire, pay a renewal fee of sixty-three
dollars ($63.00) forty-eight dellars{$48.00)

Each person becoming registered as a pharmacy technician shall pay a registration fee of
seventy-five dollars (§75.00) fithy-dellars-{360:00). Each person who desires to continue to
practice as a pharmacy technician shall biennially, on or before the last day of the month that
the person's registration shall expire, pay a renewal fee of seventy-five dollars ($75.00).fifty

Any person, partnership, firm, corporation or agency owning or operating a pharmacy
practice site or any establishment or institution where prescription drugs and devices and
related materials are kept for the purpose of the compounding and dispensing of medical and
prescription orders shall pay a registration fee of three-hundred dollars ($300.00)one-hundrad

i j - biennially. Any new pharmacy practice site to be opened or
established, or any change in location, name or ownership of any existing pharmacy practice
site, shall before active operation obtain a license from the Board of Pharmacy and shall pay
a fee of three-hundred dollars ($300.00)ene hundred-sixty-eight-dellars{$468-00)-

All manufacturers and wholesalers/distributors of prescription drugs and devices and related
materials doing business in the state of Tennessee must be licensed by the Board of
Pharmacy by paying a registration fee of five-hundred twenty-five dollars ($525.00)feur
hunhdred-sight-dollars{$408.00), and thereafter a biennial renewal fee of five-hundred twenty-
five dollars ($525.00)feur-hundred-aight-dellars (§408.00).

The fee for the Board of Pharmacy's publication of Pharmacy Drun lLaws. Rules and
Regulations shall be an amount which covers the cost of publication and shipping, as
determined by the Board of Pharmacy. The-fee-for-the-board's-publication-of- Pharmaey-Brig
Laws-Rules-and-Regulatione-shall- be-ten-dollars($10.00).

The charge for a roster of Tennessee pharmacies, pharmacists and printing of mailing labels
of Tennessee pharmacies and pharmacists shall be determined by the administration of the
Department of Health. Cernmerce-and-Insuransce,

The fee for certification of license examination grades shall be twenty five dollars ($25.00).

The fee for a duplicate or revised pharmacist license wall certificate shall be twenty five
dollars ($25.00).

If any person fails to renew a license, such license may be reinstated upon complying with
rule 1140-01-.07 and upon the payment of the appropriate renewal fee plus a penalty fee of
ten dollars ($10.00) for each month or fraction thereof that payment for renewal is delinquent.
in the event such renewal is not procured within six (6) months from the date on which the
last renewal became delinquent, the board may refuse to issue the renewal.

If any person fails to renew a license or registration certificate, such license or registration
certificate may be reinstated upon complying with rule 1140-01-.07 and upon the payment of
the appropriate renewal fee plus a penaity fee of ten dollars ($10.00) for each month or
fraction thereof that payment for renewal is delinquent. In the event such renewal is not
procured within six (6) months from the date on which the last renewal became delinquent,
the board may refuse to issue the renewal.

A penaity of fifty dollars ($50.00) may, in the discretion of the board, attach to each failure of
a licensee or registration certificate holder to provide any required notice to the director as
may be required by the rules of the board.
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INTRODUCTORY RULES CHAPTER 1140-01
(Rule 1140-01-.10, continued)

(14) Any licensee who wishes to modify the terms or conditions of a license to manufacture,
obtain, possess, administer or dispense a prescription drug or device or controlled substance
for the purpose of scientific research, chemical analysis, instruction or training of detection
animals shall file those modifications with a non-refundable fee of five dollars ($5.00).

(15) Any person who holds a license to manufacture, obtain, possess, administer or dispense a
prescription drug or device or controlled substance for the purpose of scientific research,
chemical analysis, instruction or training of detection animals shall pay a renewal fee of one-
hundred dollars ($100.00)sixly-dellars-($60.00) biennially from the date of issuance.

{168) Any person, partnership, firm, corporation or agency owning or operating a pharmacy
practice site or any other establishment licensed pursuant to this chapter, where sterile
products are compeounded, manufactured, prepared, propagated, repackaged, processed.
stored, or distributed shall pay a reqistration fee of two-hundred and fifty dollars ($250.00),
and thereafter a biennial renewal fee of two-hundred and fifty dollars ($250.00).

Authority: T.CA. §§ 4-5-202, 63-10-102(a), 63-10-216, 63-10-404(17), 63-10-504(b)(1), 63-10-
504(b)(2), and 63-10-508. Administrative History: Original rule certified June 7, 1974. Amendment
filed June 7, 1974; effective July 7, 1974. Amendment filed December 15, 1977, effective January 16,
1978. Amendment filed September 26, 1978, effective December 29, 1978. Repeal and new rule file
February 7, 1983; effective March 9, 1983. Amendment filed May 23, 1986, effective August 12, 1986.
Amendment filed January 26, 1987; effective April 29, 1987. Amendment filed October 1, 1987, effective
January 27, 1988. Amendment filed November 18, 1989; effective February 28, 1989. Amendment filed
October 18, 1990; effective January 29, 1991. Amendment filed May 3, 1991; effective August 28, 1991.
Amendment filed December 22, 1992; effective March 31, 1993. Amendment filed June 25, 1993;
effective September 28, 1993. Amendment filed October 19, 1996; effective February 28, 1996. Repeal
and new rule filed May 11, 1998; effective July 25, 1998. Amendment filed August 19, 2002, effective
November 2, 2002.

1140-01-11 CONTROLLED SUBSTANCE REGISTRATION.

No licensee may obtain, possess, administer, dispense, distribute, or manufacture any controlled
substance in this state, and no representative of a manufacturer or wholesaler/distributor may distribute
any controlled substance in this state, without obtaining a controlled substance registration from the
board. Application for such registration shall be submitted on a form prescribed by the board, and shall
be accompanied by a fee of forty dollars ($40.00) and thereafter a biennial renewal fee of forty dollars
($40.00).

Authority: T.C.A. §§ 53-10-303, 63-10-102(a), 63-10-404(6), 63-10-504(b)(1), 63-10-504(b)(1) and (2),
and 63-10-508. Administrative History: Original rule filed October 30, 1991, effective December 14,
1991. Repeal and new rule filed May 11, 1998; effective July 25, 1998.

1140-01-.12 STERILE COMPOUNDING REGISTRATION

m No licensee may compound. manufaclure, prepare, propagate, or process any sleriles
product to be dispensed, sold, traded, or otherwise disfributed in or from this state without
firs| oblaining a sterile compounding medifier registration from the Board of Pharmacy.

(2) A registration modifier to compound and dispense sterile products into or from this state
may be suspended by the Board of Pharmacy. upon information that the registrant has:

[Formatted: Indent: Left: 0.5", Hanging: 0.5" ..l

(a) _ Knowingly furnished false or fraudulent material information in any application filed+ - [ Formatted: Indent: Left: 1", Hanging: 0.38" ]

before the Board of Pharmacy; or
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.12, continued)

(b)  Been convicted of a felony under any state or federal law relating to drugs or to th { Formatted: Indent: Left: 1%, Hanging: 0.38" ]

practice of pharmacy; or

{¢}  Had any of ils licenses, permits, or registrations granted by the Food and Drugs------ '[Formatted: Indent: Left: 1", Hanging: 0.38" ]

Administration (FDA), the Drug Enforcement Administration (DEA), the Depariment
of Health and Human Services (DHHS), or any other federal agency or subdivision

thereof, suspended, revoked, or voluntarily surrendered; or

«+--=--{ Formatted: Indent: First line: 0.25"

)

(d) _ Been enjoined from operation by the court of any state or a federal court; or il
{Tab stops: 1.38", Left

Formatted: Indent: Left: 1", Hanging: 0.13",

{e)  Been identified by the Commissioner of Health or the Commissioner's designee as
a source of adulterated, misbranded. or otherwise unsafe sterile products which
have been, or pose an imminent risk of being dispensed, sold. {raded, or otherwise
distributed.

A { Formatted: Indent; Left: 0"

(3 An order of suspension issued by the Board of Pharmacy may confain additional
directives or requirements necessary to protect public heailth, safety and welfare

including but not limited to:

(a) The quarantine or disposal of any sterile product compounded, manufactured+------ {Formatted: Indent: Left: 1", Hanging: 0.38",]

prepared, propaaated or processed at the facility. Tab stops: 1.31", Left

{b) The Initiation of a recall of any sterile product compounded manufaclured,*"""{Formatted: Indent: Left: 1", Hanging: 0.31" ]

prepared, propagated or processed at the facility where such products or any label
container, packaging, or dosage forim associated with such products may be
adulterated, misbranded, contaminated, or otherwise unsafe.

1 Any recall order issued pursuant Lo subparagraph (6)(b) must be based on+-—-- [ Formatted: Indent: Left: 1.31", Hanging: ]

empirical evidence gathered, observed, or generated by qualified personnel 0.38"

including board investigators, the executive director of the Board of Pharmacy
epidemiological and infeclious disease slaff al the Departmenl of Heallh, or
personnel of the Food and Drug Administration, the Centers for Disease
Control and Prevention, the United States Department of Agriculture, the
Upited_Stales Department of Health and Human Services, or the United

States Department of Velerans' Affairs.

(c) The cessalion of a particular activity or operation, including but not limited lo lhe-----u-[ Formatted: Justified, Indent: Left: 1",

compounding or manufacture of a particular sterile product or class of sterile Hanging: 0.5"

products, the use of laboratory equipment, aseplic techniques or sterilization
procedures, or other activities related to the compounding, manufaclure
preparation. propagation or processing of sterile products.

ey {Ermatted: Justified

(d) An_order of suspension lssued by the Board of Pharmacy may con ﬂ*”‘""'-[rormaued: Justified, Indent: Left; 1%,

exceptions or allowances necessary to protect individual patients or the public Hanging: 0.5"

health.

(4) Any order of suspension issued by the Board of Pharmacy pursuant to this chaptere------ ﬁrmatted: Indent: Left: 0.5", Hanging:
0.

shall follow the procedures required by the Uniform Administrative Procedures Act, 81"

including those procedures required by T.C.A. § 4-5-320(d) where appropriate.
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(Rule 1140-01-.12, continued)

1140-01-.13 3140-04~12 STANDARDS FOR PHARMACIES AND PRESCRIPTION DEPARTMENT _....-{ Formatted: Not Strikethrough )

SECURITY.

A license to operate a new or remodeled pharmacy practice site, or an existing pharmacy practice site
which changes location or ownership, will not be issued unless the pharmacy practice site meets the
following standards.

(1) The pharmacy practice site and equipment therein shall be maintained in a clean, sanitary,
orderly and well-lighted condition, and all persons working in the pharmacy practice site shall
be required to keep themselves and their apparel in a clean and sanitary condition.

(2)  All new or relocated pharmacies opening after July 1, 1998 shall provide a consultation area
which offers sufficient privacy to the patient before a license will be issued. All existing
pharmacies shall be in compliance with this requirement on or before January 1, 2000.

(3) The prescription department at the pharmacy practice site shall meet the following standards.

@)

(b)

©

©)

(€)

®

@

)

The department shall have necessary counters and storage space.

The department shall have a representative stock of prescription drugs and devices
and related materials sufficient to compound and dispense medical and prescription
orders as indicated by experience

The department shall have the apparatus and equipment needed to compound and
dispense medical and prescription orders properly.

The department shall occupy a space of not less than one hundred eighty (180) square
feet.

The department shall have hot and cold running water and immediate area
refrigeration.

The department shall have a physical barrier sufficient to protect against unauthorized
entry and pilferage of prescription drugs and devices and related materials.

Keys or other access devices to the physical barriers shall be subject to the following
standards,

1. Only pharmacists practicing at the pharmacy and pharmacists authorized by the
pharmacist in charge shall be in possession of any keys or other access devices.

2.  The pharmacist in charge shall place a key or other access device in a sealed
envelope bearing the signature of the pharmacist in charge affixed across the
seal and placed in a safe or vault in a secured place outside of the department.
The key or access device may be used to allow emergency entrance to the
department.

Access to the department is restricted to pharmacists, pharmacy interns and pharmacy
technicians who are practicing at the pharmacy. Other persons designated by the
pharmacist in charge may be allowed access but only during hours that a pharmacist is
on duty.

April, 2012 (Revised) 15
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.12, continued)

(i) Notwithstanding any rule or regulation to the contrary, a pharmacy which was
established before June 6, 1945, and which serves food, and which has continuously
had a soda fountain, may allow a customer to go through the pharmacy area to the
restroom, and not be required to have a gate or door to separate the pharmacy from
the restroom or other parts of the establishment.

(4) All licenses and certificates of registration for a pharmacy practice site shall at all times be
conspicuously disptayed at the practice site.

(5) If a pharmacy practice site is located in a mercantile establishment (such as a discount store,
grocery store, department store, or other similar establishment), then such pharmacy practice
site shall be:

(a) open for business during the same hours as the mercantile establishment, unless the
pharmacy practice site is capable of being closed-off by physical barrier from floor to
ceiling; and

(b)  under the supervision of a pharmacist at all times; except as provided in rule 1140-03-
.07.

(6) The pharmacist shall not at any time be denied access to the prescription department of a
pharmacy practice site located in a mercantile establishment; provided, however, that entry of
the pharmacist at times when the pharmacy is closed to the public may be subject to
reasonable and prudent conditions.

(7) A pharmacy practice site where prescription drugs and devices and related materials are
received, stored, compounded and dispensed shall not be opened for business or any other
reason unless a licensed pharmacist is present. Furthermore, no medical or prescription
order shall be dispensed except during the presence and under the direct supervision of a
pharmacist.

(8) Nothing in this rule applies to a pharmacy practice site or prescription department operating
in an institutional facility.

(9) In cases of practical difficulty or undue hardship, the board may permit exceptions to the
standards specified in this rule.

Authority: T.C.A. §§ 63-10-404(28), 63-10-504(b)(1), and 63-10-504(b)(1) and (2). Administrative
History: Original rule filed May 11, 1998, effective July 25, 1998.

1140-01-.14 —1440-01-13 STANDARDS FOR MANUFACTURERS AND
WHOLESALERS/DISTRIBUTORS.

No license to operate a new or remodeled manufacturer or wholesaler/distributor location within the state
of Tennessee, or an existing manufacturer or wholesaler/distributor location which changes location or
ownership, will be issued unless the manufacturer or wholesaler/distributor meets the standards set forth
in Chapter 1140-09 of the rules of the Board of Pharmacy.

Authority: T.C.A. §§ 63-10-404(18) and (37), and 63-10-504(b)(1). Administrative History: Original
rule filed May 11, 1998, effective July 25, 1998.

1140-01-.151140-01-14 PRESCRIPTION DRUGS DISPENSED BY HEALTH DEPARTMENTS.

For purposes of T.C.A. § 63-10-405, the following drugs are hereby approved as not subject to abuse:

(1)  Tuberculosis Control Agents:

April, 2012 (Revised) 16
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INTRODUCTORY RULES

(Rule 1140-01-.14, continued)

(@
(b)
(c)
(d)
(e)
M
(9)
(h)
(i
)
(k)
0]
(m)

Capreomycin Injection
Cycloserine Capsules
Ethambutol Tablets
Ethionamide Tablets

Isoniazid Tablets
Para-Aminosalicyclate Tablets
Pyrazinamide Tablets

Rifampin Capsules
Streptomycin Injection
Tuberculin Skin Test (Mantoux only)
Rifampin/Isoniazid

Ofloxacin
Rifampin-isoniazid-pyrazinamide

(2) Venereal Disease Control Agents:

(a)
(b)
©
(d

)

Ampicillin Capsules
Doxycycline Capsules
Erythromycin Tablets
Penicillin

1. Benzathine Penicillin G Injection
2. Procaine Penicillin G Injection

Probenecid Tablets
Spectinomycin Injection
Tetracycline Capsules
Ceftriaxone

Ciprofloxacin

Lidocaine Injection
Azithromycin

Acyclovir Tablets, Ointments
Trichloroacetic Acid
Salicylic Acid
Podophyllin/Salicylic Acid
Aldara (Imiquimod)

(3) Biologicals/Immunizations:

(a)
(b)
()
(d)
(e)
®

Antiserums

Antitoxins

Immune Serum Globulin
Toxoids

Vaccines

Antigens

(4) Reproductive Health Agents:

(a)
(b)

Metronidazole Tablets
Oral Confraceptives

(¢) Podophyllin
(d) Prenatal Vitamins .
(e) Triple Sulfa Vaginal Cream/Tabs
()  Vaginal Antifungal Cream/Tabs
April, 2012 (Revised) 17
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.14, continued)

(m)

(n
(0)

P

1. Clotrimazole

2. Miconazole

3. Nystatin

4. Terconazole (Terazole)
Amino-Cerv

Nitrofurantoin

Ibuprofen, 600 mg Tablets

Metronidazole (vaginal jell)

Fluconazole Tablets

Clindamycin Vaginal Cream

Premarin Tablets (for use in estrogen ftrials for the evaluation of atypical cells in certain
inflammatory atrophic pap smears)

Medroxyprogesterone Acetate Injectable (Depo Provera®)

Norelgestromin/ethinyl estradiol transdermal system (Ortho Evra®)

Etonogestrel/ethinyl estradiol vaginal ring (Nuvaring®)

(6) Child Health Agents:

(a)
®)
(©
(d)
(6)
)

)
(h)
()

)

(k)

Fluoride Tablets and Drops
Lindane Cream, Lotion, Shampoo
Mebendazole Tablets

Pyrantel Pamoate Liquid
Sulfadiazine Tablets
Trimethoprim and Sulfamethoxazole
Permethrin

Crotamiton

Nystatin Oral Suspension
Nystatin Triamcinolone Cream
Ibuprofen, Suspension Liquid

(6) Emergency Agents:

(a)

Aminophylline Injection

(b) Benztropine Injection
(¢) Diphenhydramine Injection
(d) Epinephrine Injection
(e) Glucagon Injection
()  Hydralazine Injection
(@) Hydrocortisone Sodium Succinate
(h) Insulin, Regular
(i) Intravenous Fluids
()  Oxygen
(k)  Phenylephrine Injection
()  Sodium Bicarbonate Injection
(m) Atropine Injection
(n)  Nitroglycerin Sublingual Tablets
(0) Dexamethasone Injection
(p) Norepinephrine

(7) Antihypertensive Agents.
(a) Methyldopa
(b) Reserpine
(¢)  Hydrochlorothiazide

April, 2012 (Revised) 18
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INTRODUCTORY RULES CHAPTER 1140-01

(Rule 1140-01-.14, continued)
(d) Hydralazine
(e) Propranolol
® Potassium Supplements
(g) Nicotine Patches

Authority: T.C.A. §§ 63-10-404(14), 63-10-205, 63-10-304, 63-10-304(b)(1), 63-10-405, 63-10-504(b),
63-10-504(b)(1), and 63-10-504(b)(2). Administrative History: Original rule filed May 11, 1998;
effective July 25, 1998. Amendment filed August 19, 2002, effective November 2, 2002. Amendment
filed November 24, 2008, effective February 7, 2009. Amendment filed December 23, 2009, effective
March 23, 2010.
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STERILE PRODUCT PREPARATION IN PHARMACY PRACTICE CHAPTER 1140-7

(Rule 1140-7-.06, continued)

RULES
OF
THE TENNESSEE BOARD OF PHARMACY

CHAPTER 1140-7
STERILE PRODUCT PREPARATION IN PHARMACY PRACTICE

TABLE OF CONTENTS

1140-7-01 Applicability

L1 A0-F- 0 _Standarids

1140-7-02 Personnel

1140-7-03 Physical Requitements
1140-7-04 Policy and Procedure Manual
1140-7- 05 Labeling

1140-7-06 Hazardous Products
1140-7-.07 Attire

1140-7-08 Quality Assurance
1140-7-.01 APPLICABILITY.

The provisions of this Chapter shall apply to all pharmacy practice sites and pharmacists, pharmacy interns,
pharmacy technicians and supportive personnel involved in the compounding and dispensing of sterile products.

Authority: T.C.A. § 63-10-404(4).(11),(26).(28).(29),(30), § 63-10-504(b)(1).(2). Administrative History: Original
chapter filed October 1, 1987: effective November 15, 1987. Amendment filed March 30, 1994; effective June 13,
1994. Repeal and new rule filed May 11, 1998; effective July 25, 1998.
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(c) Documentation of competency in aseptic techniques of all pharmacists, pharmacy interns
and pharmacy technicians, The aseptic technique of each person compounding and
dispensing sterile products shall be observed and evaluated as satisfactory during
orientation and training and at least on an annual basis or whenever unacceptable
techniques are observed or detected;

(d) Establishment of a quality assurance program;
(e) Reviewing and updating annually all policies and procedures; and
® Provision of sterile products on a twenty four (24) hour a day basis

All pharmacists, pharmacy interns and pharmacy technicians as defined in 1140-2-.02
responsible for compounding or dispensing sterile products shall:

(a) Obtain practical and/or academic training in the compounding and dispensing of sterile
products;
(b) Complete annual continuing education related to sterile product compounding and

dispensing and utilization; and

(c) Maintain, in the pharmacy practice site, documentation of completion of the required
training and continuing education.

(d) Use proper aseptic technique in all sterile product compounding as defined by the
pharmacy practice site’s policies and procedures

A pharmacist shall be available to respond to patients’ and other health care practitioners'
information needs on a twenty four (24) hour a day basis

The pharmacist in charge shall be assisted by such additional pharmacists, pharmacy interns,
pharmacy technicians as defined by 1140-2-.02 and supportive personnel necessary to operate the
pharmacy practice site competently and safely and to provide services in a timely and appropriate
manner

All pharmacists, pharmacy interns and pharmacy technicians must be qualified through an
appropriate combination of specific training and experience to operate or manipulate any item of
equipment, apparatus, or device to which such pharmacists, interns and technicians will be
assigned to use to compound and dispense sterile products.

A written record of initial and subsequent training and competency evaluations shall be
maintained in the pharmacy practice site and contain the following information:

(a) Name of the person receiving the training or evaluation;

(b) Date(s) of the training or evaluation;

(©) General description of the topics covered; and

(d) Signature of the person receiving the training or evaluation and the pharmacist in charge

or pharmacist designee of the pharmacist in charge

Authority: T.C.A. § 63-10-404(4),(5),(8).(11).(14).(16),(26),(27).(29).(30), $63-10-504(b)(1).(2). Administrative
History: Original chapter filed October 1, 1987: effective November 15, 1987. Repeal and new rule filed May 11,
1998; effective July 25, 1998.

1140-07-.04 1146-7-63 PHYSICAL REQUIREMENTS.

50

e { Formatted: Font color: Red, Strikethrough

J




(1 Any facility that compounds sterile products shall ¢ ly with applicabl (S1¢ irementss------ Formatted: Indent: Left: 0.5", Hanging:
set out inthe 2012 version of LUSP 797 0.5", Tab stops: 1", Left

Beard-of- Pharmacyparagraph:
titp——————he stwrile-product-compaunding srea-shall-be-enolosed from
otherpharmaey-practios sile-opermtons—H-order—tominimize-the-potential-for
stepilepredusteentaraination:
2 Fhis-area-shath-be-designed-as-a limited-acoess-area-to-svoid-unnecessary-traflie
3 Theenclosure-ol-the-sterile-product-compounding-area-may-be-sehieved through
Hae—m#waﬂm—akpuﬂmm—rﬂamwummn—awmm—mmmue—whéwm

4 ntrances—te—the—steribe—product—compounding—srea—musi-contribule—to-the
crslesure:

ing-area-shiall-be—washeble——nons— - { Formatted: Indent: Left: 1.5", Hanging: 0.5" |

m@%mmmgmrw

(i—Has documented—engineenng—shudios—validatng —thal—ar—flow—in—a
partially-opered-design-ereates-an-atmosphera-that15-equal-te-a-fully
enelased-design

) Forhand-washing-a sink-with-het-and-sold-running-watershall-be-Jooated-w-nr-adiacent
{e}— There shall be-apprepiaterelrgeration-forstormg-supplies-and-sterile-products-requiring
refrigeration-allerbeing-prepured-and-before-beng-dispensed oradmuistered-to-patients:

| Documentation-of-refrgeration-mtegriy-shal-be-maintuined-in-secordance with

[d}—Fhe—smge—ﬂi—pfe%npim ~drugs—and—devices—and—rehied—materinls—shal-be—under
fis-te-g—sontrolled-temperaiure —wel-highted —drye —elean—securend
wel-l—vemﬂatud—}

—— Prasgpiption-drags-and-deviees-and-related-materials-shat-not-be-stered-in-the

m&le—pméual—eempmmdmg—um—m —4h+pp1ﬂg—efm%ame;5-—t-e g —earrigEted
eurdboard-or nther-high-partoulit i
2 After remeval-frem-shipping-containeis—unit-puckoging-wit-be bl b

mmtm«mmedmmmmdmm

51



| 1140-07-054146-7-64 POLICY AND PROCEDURE MANUAL.
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A policy and procedure manual related to sterile product compounding shall be available for
inspection at the pharmacy practice site. The manual shall include policies and procedures for
sterile compounding pursuant to USP 797 and shall, at o minimum, include;

(a) security;

(b) equipment;

(c) sanitation;

(d) reference materials;

(e) prescription drug and device and related material storage;

(f) prescription drug and device and related material compounding and dispensing;

8 prescription drug and device and related material labeling and relabeling,

(h) prescription drug and device and related material destruction and returns;

(1) dispensing of sterile products;

G) record keeping;

k) quality assurance;

()] quality control,

(m) duties for pharmacist(s), pharmacy intern(s), pharmacy technician(s) and supportive
personnel;

(n) public safety relative to harmful sterile products, including the active notification of

patients if they may be affected by a product found 1o have a defect or an oul-of-
specification result ineluding any recall poliey and procedures:

(0) attire; gaael

P pharmacist, pharmacy intern, and pharmacy technician trammg

(a) complionce with all apphicable USP standards: and
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() socated with
praducts compounded. dispensed. manutactured. propagated. distributed. or atherwise
processed at the facility. including procedures for the rapid compilation and

dissemination of records to appropriate authornties

(2} Any licensed facility which engages n sterile compounding shall conduct an annual review of itge-——---

poliey and procedure munual, and shall update its policy and procedure manual as neeessary

(3) Janlure by any licensee or registrant Lo comply with its policy and procedure manual, or any parts. -

of this rulg_shall be considered a violation of a duly promulgated rule of the Board of
and may be considered_dishonorable. immoral, unethics
meamng of T.C A § 63-10-305(6).,

CHAMIACY
stonal conduel within the

Authority: T.C.A. § 63-10-404(4),(8),(14),(26),(29).(30). § 63-10-504(b)(1),(2). Administrative History: Original
rule filed October 1, 1987: effective November 15, 1987, Amendment filed November 16, 1992; effective January 8,
1993, Amendment filed March 30, 1994, effective June 13, 1994. Repeal and new rule filed May 11, 1998 effective
July 25, 1998.

(1) At the time of dispensing of the sterile product, the dispensing container must bear a label which
contains the following information:

(a) patient's name (if for outpatient use) or healthcare entity name;

(b) prescriber (s) name (if for outpatient use);
(c) pharmacy practice site name, address, and phone number (if for outpatient use);
(d) identification of the pharmacist who compounded the sterile product;
(e) when applicable, identification of the pharmacy intern or pharmacy
technician who assisted in the compounding of the sterile product;
63 name and amount of drug added;

() expiration date and, when applicable, expiration time, Beyond Use Dating (BUD),
(h) date of compounding; °
(1) appropriate auxiliary label(s); and

) directions for use (if for outpatient), if applicable.
2) Original medical or prescription orders for sterile products shall comply with applicable state and

federal laws and regulations

Authority: T.CA.  §63-10-404(11),(14),(19),(26).(28).(29).(30).(32),(34), §63-10-504(b(1),(2). Administrative
History: Original chapter filed October 1. 1987 effective November 15. 1987. Amendment filed March 30, 1994;
effective June 13. 1994. Repeal and new rule filed May 11, 1998; effective July 25, 1998.

1140-07-.07 #140-7-.06 HAZARDOUS PRODUCTS.

(1) Physical Requirements.

(a) If the pharmacy practice site is engaged in the compounding of hazardous sterile
products, a suitable facility to prepare such products and minimize the risk associated
with such products shall be provided

(b) Such pharmacy practice site shall be designed and equipped for storage and have a

procedure for disposal of materials containing hazardous residues in accordance with
state and federal laws
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1) A dedicated Class II, Type A contained vertical flow biohazard cabinet is the
minimally acceptable compounding site for the routine compounding of
hazardous sterile products.

(2) Hazardous sterile products shall be segregated within the pharmacy practice site
and storage areas so identified.

Dispensing

(a) Prepared doses of hazardous sterile products for patients shall be placed in an appropriate
outer wrap to minimize the risk exposure in case of accidental rupture of the primary
container.

(b) Reasonable effort shall be made to assure that all hazardous sterile product primary

containers and waste are removed from the site of use and disposed of as hazardous waste
in accordance with applicable state and federal laws

Training

(a) As part of the training for all pharmacists, pharmacy interns and pharmacy technicians
involved in compounding of hazardous sterile products, an annual certification must be
made by each pharmacist, pharmacy intern and pharmacy technician and the pharmacist
in charge that each has read and understands the latest editions of:

| Work Practice Guidelines for Personnel Dealing with Cytotoxic (Antineoplastic)
Drugs (Occupational); and

2 The American Society of Health-System Pharmacists (ASHP) technical
assistance bulletin on handling cytotoxic and hazardous substances.

Hazardous sterile products dispensed shall bear a distinctive warning label with an appropriate
caution statement thereon.

Gloving and gowning shall be required in the compounding of hazardous sterile products. Gloves
should be rinsed frequently with a sanitizing agent (e.g,, seventy percent (70%) isopropyl alcohol)
and shall be changed when the integrity of the gloves is compromised

In the compounding of hazardous sterile products, a protective disposable gown made of lint-free
low permeability fabric with a closed front, long sleeves and elastic or knit closed cuffs with cuffs
tucked under the gloves shall be worn, Gowns and gloves used in the compounding of hazardous
sterile products shall not be worn outside the sterile product compounding area

Authority: T.C.A. § 63-10-404(4),(11),(26),(27),(28).(29).(30), § 63-10-504(b)(1).(2). Administrative History:
Original chapter filed October 1, 1987; effective November 15, 1987. Amendment filed March 30, 1994, effective
June 13, 1994. Repeal and new rule filed May 11, 1998; effective July 25, 1998.

| 1140-07-08

(1)

i

140-7-.07  ATTIRE.

All pharmacists, pharmacy interns and pharmacy technicians shall wear applicable outer garments
und shall use respiratory precautions as set out n USP 797  elean—garments-that-generateJow
levals-of-particulate —Concerning-ulothing—wor—m—a-slerile-product-eompotidingarea—with-a
lapmnarHow-hood-or-bislogie-safety cabinet- (Class-H—TFype-Ad—one ol -thetollowing-must

apply:

Upon—entoring—the—sterle—product_compounding—ara—pharmacists—pharmaey—tiderns—and
phisnaey—teehnieians-shat-don-an-outerparment-that-generates—a-lowlevel b parbieulateteg-
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Authority: T.C.A. § 63-10-404(4).(26),(29),(30), § 63-10-504(b)(1).(2). Administrative History: Original chapter

filed October 1, 1987; effective November 15, 1987. Amendment filed March 30, 1994. Repeal and new rule filed
| May 11. 1998: effective July 25, 1998.

| 1140-07-09 140708 QUALITY ASSURANCE.

) There shall be a documented, ongoing quality assurance program that monitors process validation;
pharmacist(s), pharmacy intern(s), and pharmacy technician(s) performance; equipment; and
environment

2) The program shall be designed to assure that the pharmacy practice site is capable of consistently
compounding quality sterile products.

(3) All yuality sssurance programs shall follow applicable USP standards,

considered a violation of a dulv promulgated rule of the Board of Pharmacy and may be
considered dishonorable. immoral, unethical or unprofessional conduct within the meaning of
T.C.A. §63-10-305(6).

Authority: T. C.A. § 63-10-404(26),(28),(29),(30), § 63-10-504(b)(1),(2). Administrative History: Original chapter
filed March 30, 1994; effective June 13, 1994. Repeal and new rule filed May 11, 1998; effective July 25, 1998.
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(41 As part ol its quality assurance program, any licensed facility which engages i sterile
compounding shall perform a gap anulysis pursuant to guidelines adopted by the Board of
Pharmacy. Any exceptions or serious deficiencies noted in this apalysis shall be reporled to the
Board of Pharmacy.

(3] Fallure by any licensee or registrant to_comply with its guality assurance program shall be
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MANUAFACTURERS AND WHOLESALERS CHAPTER 1140-9

(Rule 1140-9-.05, continued)

RULES
OF
THE TENNESSEE BOARD OF PHARMACY

CHAPTER 1140-9
MANUFACTURERS AND WHOLESALERS/DISTRIBUTORS

TABLE OF CONTENTS

1140-9- 01 Morafactorerand-Athelesslert e-Manufacturers and Wholesaler/Dhstributirs
1140-9- 02 Minimum Information Required
1140-9-03 Minimum Qualifications
1140-9- 04 Personnel
1140-9- 05 Minimum Requirements for General Operation
| 4 Mo Bequirements {or Stenle Podiot Operation
I 1140-09-.01 MANHFRACTHRER-AND- WHOLESALER LICENSING. Manufacturers and
Wholesaler/Distributors
| ()] Every manufacturer or wholesaler/distributor, before engaging in the sale or distribution of
prescription drugs and prescription devices in this state, must be licensed by the Board in
accordance with this chapter
(i) Representatives of o munufacturer or wholesaler/distributor LUI‘ILIIl\.lan-_ imaun,‘.-, i the
state of Tennessee and who manufactures, prepares, propagates, repackugcs,
sterile drie produets or bological products using aseptic processing must register and
possess a modifier as o sterile manufacturer or wholesaler/distributor with the Board of
Pharmacy in accordance with this chapler
(2) An applicant with physical facilities in this state must obtain and display prominently a
separate license for each principal place of business where the applicant manufactures or
distributes prescription drugs and prescription devices
3) The requirement of a license shall not apply to the following types of distributions:

(a) Intracompany sales;

(b) The purchase or other acquisition by a hospital or other health care entity that is a
member of a group purchasing organization of a prescription drug for its own use from
the group purchasing organization or from other hospitals or health care entities that are
members of such organizations;

(c) The sale, purchase or trade of a prescription drug or an offer to sell, purchase, or trade a
prescription drug by a charitable organization described in section 501(c)(3) of the
Internal Revenue Code of 1954 to a nonprofit affiliate of the organization to the extent
otherwise permitted by law;

(d) The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, or trade a
prescription drug among hospitals or other health care entities that are under common
control; for purposes of this subparagraph, "common control" means the power to direct
or cause the direction of the management and policies of a person or an organization
whether by ownership of stock, voting rights, by contract or otherwise;

(e) The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, or trade a
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prescription drug for emergency medical reasons, for purpose of this subparagraph.+-
"emergency medical reasons" includes transfers of prescription drugs by a pharmacy
practice site to alleviate a temporary shortage

The sale, purchase, or trade of a prescription drug, an offer to sell, purchase or trade a
prescription drug, or the dispensing of a prescription drug pursuant to a medical or
prescription order;

The distribution of prescription drug samples by manufacturers' representatives; or
The sale, purchase, or trade of blood and blood components intended for transfusion.

1 The sale, purchase, or trade of a prescription drug, or an offer to sell, purchase
or trade of a prescription drug by a pharmacy practice site to another pharmacy
practice site or to authorized prescribing practitioners, except that the total gross
dollar volume of such transfers shall not exceed five percent (5%) of the total
medical and prescription orders sales revenue of either the transferor or
transferee pharmacy during any twelve (12) consecutive month period.

Authority: T.C.A. § 63-10-404(2),(8),(14),(18).(37), § 63-10-504(b)(1), § 63-10-506(f). Administrative History:
Original rule filed January 7, 1992; effective February 21, 1992. Repeal and new rule filed May 11, 1998; effective

July 25, 1998.

| 1140-09-.02 MINIMUM INFORMATION REQUIRED.

() The board shall require the following minimum information from each manufacturer or
wholesaler/distributor applying for a license or any renewal of such license:

(a)

(b)
(¢)

(d)

(e

The name, full business address, and telephone number of the manufacturer or
wholesaler/distributor;

All trade or business names used by the manufacturer or wholesaler/distributor;

Addresses, telephone numbers, and the names of contact persons for all facilities used by
the manufacturer or wholesaler/distributor for storage, handling, and distribution;

The type of ownership or operation (i.e., partnership, corporation, or sole proprietorship);
and

The name(s) of the owner and/or operator of the manufacturer or wholesaler/distributor,
including:

1. If a person, the name of the person;
2. If a partnership, the name of each partner, and the name of the partnership;
3. If a corporation, the name and title of each corporate officer and director, the

corporate names, and the name of the state of incorporation;

4 If a sole proprietorship, the full name of the sole proprietor and the name of the
business entity; and

5 DEA registration number if applicable-, and
(4] The results of a criminal backeround check for the owner or manager of the

facility seeking licensure, submitied directly to the Board of Pharmacy by the
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(21 Applicants seeking to register as sterile manufacturers shall provide the following materials to the
Board of Pharmacy:

(&)

155 SHETLS Telby LA MHIL

Proof ol remstration with the Food and Drug Administiation as a manufacturer and the

(b)

(el

most currenl mspection by that agency. or correspondence or other writlen prool
trom the Food and Drue Administration which states that registration with that agency is
unnecessary,

Lipon request by the Board of Pharmacy or the executive director, a list of sterile products

{ Formatted: Indent: Left: 1.5", First line; 0.5" ]

el “[ Formatted: Tab stops: 0.5, Left

1

currently being manufactured, wholesaled and distributed;

he name and contact information for any laborwory, corporation, or other organization.

(dy

that may perform sterility and potency testing. or similar procedures for the purpeses of

The pame and contact information of the owner, the owner's agent. or another such

individual emploved at or contracted by the applicant that can be reached at any bime by
the Board of Phirmacy, the Department of Health or any agents thereol in the event of o
potential or actual public health thrent
biologie product manufaciured, wholess

d or distnbuted by the applicant

Board of Pharmacy immediately

Authority: T.C.A. § 63-10-404(2),(18),(37), § 63-10-504(b)(1), § 63-10-506(f). Administrative History: Original
rule filed January 7, 1992: effective February 21, 1992. Repeal and new rule filed May 11. 1998, effective July 25.

1998.

1140-9-.03 MINIMUM QUALIFICATIONS.

(1) The board shall consider, at a minimum, the following factors in reviewing an application for a
license as a manufacturer or wholesaler/distributor:

(a)

(b)
©

(d)

(e)

(f
(2)

Any convictions of the applicant under any federal, state, or local laws relating to drug
samples or distribution of controlled substances;

Any felony convictions of the applicant under federal, state, or local laws;

The applicant's past experience in the manufacturing or distribution of prescription drugs
and prescription devices, including controlled substances;

The furnishing by the applicant of false or fraudulent material in any application made in
connection with manufacturing or distribution;

Suspension or revocation by federal, state, or local government of any license currently
or previously held by the applicant for the manufacture or distribution of any drugs,
including controlled substances, prescription drugs and prescription devices;

Compliance with licensing requirements under previously granted licenses, if any;
Compliance with requirements to maintain and/or make available to the board or to

federal, state, or local law enforcement officials those records required federal, state or
local laws; and
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(h) Any other factors or qualifications the board considers relevant to and consistent with the
public health and safety.

2) The board shall have the right to deny a license to an applicant if it determines that the granting of
such a license would not be in the public interest.

Authority: T.C.A. § 63-10-404(2),(6),(8).(14).(18),(37), § 63-10-504(b)(1). Administrative History: Original rule
Sfiled January 7, 1992 effective February 21, 1992. Repeal and new rule filed May 11, 1999, effective July 25, 1998.

1140-9-.04 PERSONNEL.

The board shall require that personnel employed by a manufacturer or wholesaler/distributor have appropriate
education and/or experience to assume positions of responsibility for compliance with board requirements.

Authority: T.C.A. § 63-10-404(2).(18),(37), § 63-10-504(b)(1). Administrative History: Original rule filed January
7, 1992 effective February 21, 1992. Repeal and new rule filed May 11, 1998; effective July 25, 1998.

1140-09-.05 MINIMUM REQUIREMENTS FOR GENERAL OPERATION.

The following shall be the minimum requirements for the storage and handling of prescription drugs and
prescription devices and for the establishment and maintenance of prescription drug and prescription device

| distribution records by manufacturers and wholesalers/distributors:

(1) Facilities. ~ All facilities at which prescription drugs and prescription devices are stored,
warehoused, handled, held, offered, marketed, or displayed shall:

(a) Be of suitable size and construction to facilitate cleaning, maintenance, and proper
operations;

(b) Have storage areas designed to provide adequate lighting, ventilation, temperature,
sanitation, humidity, space, equipment, and security conditions;

(c) Have a quarantine area for storage of prescription drugs and prescription devices that are
outdated, damaged, deteriorated, misbranded, or adulterated, or that are in immediate or
sealed, secondary containers that have been opened;

(d) Be maintained in a clean and orderly condition, and

(e) Be free from infestation by insects, rodents, birds, or vermin of any kind. 5

2) Security.
(a) All facilities shall be secure from unauthorized entry,

I Access from outside the premises shall be kept to a minimum and be
well-controlled.

2 The outside perimeter of the premises shall be well-lighted

3 Entry into areas where prescription drugs and prescription devices are held shall
be limited to authorized personnel.

(b) All facilities shall be equipped with an alarm system to detect entry after hours

(c) All facilities shall be equipped with a security system that will provide suitable protection
against theft and diversion. When appropriate, the security system shall provide
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“4)

)

Storage

protection against theft or diversion that is facilitated or hidden by tampering with
computers or electronic records

All prescription drugs and prescription devices shall be stored at appropriate

temperatures and under appropriate conditions in accordance with requirements, if any, in the
labeling of such drugs and devices, or with requirements in the current edition of an official
compendium, such as the United States Pharmacopeia/National Formulary (USP/NF).

(a)

(b)

(c)

If no storage requirements are established for a prescription drug or prescription device it
may be held at "controlled" room temperature, as defined in an official compendium, to
help ensure that identity, strength, quality, and purity are not adversely affected

Appropriate manual, electromechanical, or electronic temperature and humidity recording
equipment, devices, and/or logs shall be utilized to document proper storage of
prescription drugs and prescription devices

The record keeping requirements in paragraph (6) of this section shall be followed for all
prescription drugs and prescription devices

Examination of materials.

(a)

(b

(©)

Upon receipt, each outside shipping container shall be visually examined for identity and
to prevent the acceptance of contaminated prescription drugs that are otherwise unfit for
distribution. This examination shall be adequate to reveal container damage that would
suggest possible contamination or other damage to the contents

Each outgoing shipment shall be carefully inspected for identity of the prescription drug
products and to ensure that there is no delivery of prescription drugs that have been
damaged in storage or held under improper conditions

The record keeping requirements in paragraph (6) of this section shall be followed for all
incoming and outgoing prescription drugs.

Returned, damaged, and outdated prescription drugs and prescription devices.

(a)

(b)

(c)

Prescription drugs and prescription devices that are outside, damaged, deteriorated,
misbranded, or adulterated shall be quarantined and physically separated from other
prescription drugs and prescription devices until destroyed or returned.

Any prescription drugs and prescription devices whose immediate or sealed outer or
sealed secondary containers have been opened or used shall be quarantined and
physically separated from other prescription drugs and prescription devices until either
destroyed or returned.

If the conditions under which a prescription drug or prescription device has been returned
cast doubt on safety, identity, strength, guality, or purity, then the prescription drug or
prescription device shall be destroyed, or returned, unless examination, testing, or other
investigation proves that the prescription drug or prescription device meets appropriate
standards of safety, identity, strength, quality and purity. In determining whether the
conditions under which a prescription drug or prescription device has been returned cast
doubt on safety, identity, strength, quality, or purity, the manufacturer or
wholesaler/distributor shall consider, among other things, the conditions under which the
prescription drug or prescription device has been held, stored or shipped before or during
return and the condition of the prescription drug or device or related material and its
container, carton, or labeling, as a result of storage or shipping
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)]

(d)

The record keeping requirements in paragraph (6) of this section shall be followed for all
outdated, damaged, deteriorated, misbranded, or adulterated prescription drugs and
prescription devices.

Record keeping

(a)

(b)

(©

Manufacturers and wholesalers/distributors shall establish and maintain inventories and
records of all transactions regarding the receipt and distribution or other disposition of
prescription drugs and prescription devices. These records shall include the following
information:

| The source of the prescription drugs and prescription devices including the name
and principal address of the seller or transferor, and the address of the location
from which the prescription drugs and prescription devices were shipped;

2z The identity and quantity of the prescription drugs and prescription devices
received and distributed or disposed of; and

3. The dates of receipt and distribution or other disposition of the prescription
drugs and prescription devices

Inventories and records shall be made available for inspection and photocopying by
authorized federal, state, or local law enforcement agency officials for a period of two (2)
years following disposition of the prescription drugs and prescription devices

Records described in this paragraph that are kept at the inspection site or that can be
immediately retrieved by computer or other electronic means shall be readily available
for authorized inspection during the retention period. Records kept at a central location
apart from the inspection site and not electronically retrievable shall be made available
for inspection within two (2) working days of a request by an authorized official of a
federal, state, or local law enforcement agency

Written policies and procedures, Manufacturers and wholesalers/distributors shall establish,
maintain, and adhere to written policies and procedures, which shall be followed for the receipt,
security, storage, inventory, and distribution of prescription drugs and prescription devices;
including policies and procedures for identifying, recording, and reporting losses or thefts, and for
correcting all errors and inaccuracies in inventories. Manufacturers and wholesalers/distributors
shall include in written policies and procedures the following:

(a)

(b

A procedure whereby the older approved stock of a prescription drug or prescription
device is distributed first, The procedure may permit deviation from this requirement, if
such deviation is temporary and appropriate

A procedure to be followed for handling recalls and withdrawals of prescription drugs and
prescription devices. Such procedures shall be adequate to respond to recalls and
withdrawals due to:

I Any action initiated at the request of the United States Food and Drug
Administration or other federal, state, or local law enforcement or other
government agency, including the board,

b

Any voluntary action by the manufacturer or wholesaler/distributor to remove
defective or potentially defective prescription drugs and prescription devices
from the market; or
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3 Any action undertaken to promote public health and safety by replacing of an
existing product with an improved product or new package design

(c) A procedure to ensure that manufacturers and wholesalers/distributors prepare for,
protect against, and respond to any crisis that affects security or operation of any facility
in the event of strike, fire, tflood, or other natural disaster, or other situations of local,
state, or national emergency.

(d) A procedure to ensure that any outdated prescription drugs and prescription devices shall
be segregated from other prescription drugs and prescription devices and either returned
for written documentation of fh:ﬁbosition of outdated prescription drugs and
prescription devices. This documentation shall be maintained for two (2) years after
disposition of the outdated prescription drugs and prescription devices

®) Responsible persons. Manufacturers and wholesalers/distributors shall establish and maintain lists
of officers, directors, managers, and other persons in charge of distribution, storage, and handling,
including a description of such persons’ duties and a summary of such persons’ qualifications

9) Compliance with federal, state, and local law. Manufacturers and wholesalers/distributors shall
operate in compliance with applicable federal, state, and local laws and regulations

(a) Manufacturers and wholesalers/distributors shall permit the board and authorized federal,
state, and local law enforcement officials to enter and inspect premises and delivery
vehicles, and to audit records and written operating procedures, at reasonable times and
in a reasonable manner, to the extent authorized by law

(b) Manufacturers and wholesalers/distributors that handle controlled substances shall
register with the board and with the United States Drug Enforcement Administration
(DEA) and shall comply with applicable state, local and DEA regulations

(10) Salvaging and reprocessing, Manufacturers and wholesalers/distributors shall be subject to the
provisions of any applicable federal, state, or local laws or regulations that relate to salvaging or
reprocessing of prescription drugs and prescription devices.

Authority: T.C.A § 63-10-404(8).(18).(33),(37), § 63-10-504(b)(1). Administrative History: Original rule filed
January 7, 1992 effective February 21, 1992. Repeal and new rule filed May 11, 1998; effective July 25, 1998.

L140-09 .-06 MINIMUM REQUIREMENTS FOR STERILE PRODUCT OPERATION

L) Any manul
sterile compounding registration from the Board of Pharmaey and that holds & license or registration from
the Federal Food and Drug Administration, shall comply with all applicable federal laws, regulations, and

guidelines iheluding, but nat [imited o

neturer or wholesaler/distributor licensed pursunnt Lo this chapter that also holds an active

(a) FDA Current Good Manufactuning Practice in Manufacturing. Processing, Packing, or Holdimg of
Drugs 21 CFR 210;

(b1 FDA Currem Good Manufacturing Practice for Fimshed Phanmaceuticals 21 CFR 211

(¢} DEA regulations relating to controlled substances 21 CER 1300-99

LA Tepll ——— —_——
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' Hanging: 0.5"
(2) Any manufacturer or wholesaler/distributor licensed pursuant (o this chapler who also | “-{ Formatted: Justified, Indent: Left: 0.25",
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registration from the federal Food and Drug Admimsteation shall comply with ull applicable portions of
USP 797.

*-aneas [ Formatted: Justified

sterile compounding registration from the Board of Pharmacy shall comply with all other applicable Board
of Pharmacy rules and all other applicable laws ol this State.

(4)_ The Boatd of Pharmacy mdy waive any applicable standard or tequirement of USP 797 upon a showing
by the applicant that good cause exists and that a waiver would better promole public health, safoty. and
welfare.

Any manufieturer or wholesaler/distributor licensed pursuant to_this chapter who also holds an actives
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* If a roll-call vote was necessary, the vote by the Agency on these rules was as follows:

Board Member Aye No Abstain Absent Signature

(if required)

Charles E. (Buddy) X
Stephens, D.Ph.

Jason Kizer, D.Ph

Nina Smothers, D.Ph.
Joyce McDaniel
Will Bunch, D.Ph.

R X

Kevin K. Eidson, X
Pharm. D.

Brenda Warren, X
D.Ph.

| certify that this is an accurate and complete copy of an emergency rule(s), lawfully promulgated and adopted.

Date: H(JS_('ZL‘-IE

Signature: yé"?(z,;,.uf(} /@;‘,@AA______
\“‘.|E.'A"""' U
SAME L, G, Name of Officer: David Reagan, M.D., Ph.D
~ 0% h"’@ ~ - 9
S STATE 0% Chief Medical Officer
S OF “ z Title of Officer: Department of Health
S o TENNESSEE [ 3
3% NOmARY .3
= ° L . 1
’-,‘"I';,‘;..TUBL'?,-'\%\\S Subscribed and sworn to before me on: || /25 , D )
"ﬂ' t, a i .C.O.U '&\\t“‘ o

LTI

' Notary Public Signature: '/r‘ﬂ (l ﬂﬂ,{_j /f\ ?T/DV
My Commission Expires JULY 7, 2014 s L

My commission expires on: 7] ,{;]! | 4

All emergency rules provided for herein have been examined by the Attorney General and Reporter 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.

" RoWert E. Cooper, Jr.
Attorney General and Reporter

(-29-( ¥
Date
Department of State Use Only

o« L

- e Filed with the Department of State on: [/ [ /{

= - ’

= b= Effective for: 150 “days

(= 5

- Effective through: ]2/ |t

e}
! ;J; L * Emergency rule(s) may be effective for up to 180 days from the date of filing.
~8S:)40 (Ociober 2011) 15 RDA 1693
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Secretary of State

S§S-7040 (October 2011) 16 RDA 1693
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DEPARTMENT:

DIVISION:

SUBJECT:

STATUTORY AUTHORITY:

EFFECTIVE DATES:

FISCAL IMPACT:

STAFF RULE ABSTRACT:

G.0.C. STAFF RULE ABSTRACT

Board of Professional Counselors, Marital and Family
Therapists and Clinical Pastoral Therapists

Health Related Boards
Licensure and Continuing Education

Tennessee Code Annotated, Sections 63-22-102 through
150

April 7, 2014 through June 30, 2015
Minimal

This rule changes qualifications and procedures whereby
Tennessee has reciprocity with other states to license
LPCs (licensed professional counselors) without
examination. The rule also adds qualifications for
temporary licensure, and amends the continuing education
requirements by changing to a two-year cycle and doubling
the relevant continuing education number references.
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Public Hearing Comments

One copy of a document containing responses to 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 rule 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.

Francis Martin, representing the Tennessee Mental Health Counselors Association commented:

Generally the Association thinks the rules make many things cleaner and clearer, which they have been
wanting. They endorse the changes.

The Board responded: Thank you.

Kim Speakman, representing the Tennessee Licensed Professional Counselors Association commented:
Thank you for your work on the rule changes. They fully support all the changes because they believe it
will make things much clearer and much better for all LPCs.

The Board responded: Thank you.

Board Member Bradley Bull commented: Could the term “foreign state” in the sections regarding reciprocity with

other states be interpreted as foreign country too? Do we have any reciprocity with other nations? This should be

clarified.

The Board responded: The rule will be changed to “state of the United States” to make it clear that we only have
such agreements with other states.

Teddy Wilkins, Director for the Board commented: Under the requirements for education of LPC/MHSP, the
requirement in (x) and (xiii) are the same so (xiii) should be deleted. It is a typo.

The Board responded: Good catch. That will be deleted.
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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
affects small businesses.

Pursuant to the Regulatory Flexibility Act of 2007, T.C.A. §§ 4-5-401, et seq., the Department of Health submits
the following regulatory flexibility analysis:

M

(2)

()

4)

(5)

(6)

7

The extent to which the rule or rule may overlap, duplicate, or conflict with other federal, state,
and local governmental rules. B

The proposed rules do not overlap, duplicate, or conflict with other federal, state, or local government
rules.

Clarity, conciseness, and lack of ambiguity in the rule or rules.
The proposed rules exhibit clarity, conciseness, and lack of ambiguity.
The establishment of flexible compliance and/or reporting requirements for small businesses.

The proposed rule amendments affect applicants seeking to become licensed professional counselors in
Tennessee through initial licensure or through reciprocity. The proposed rules are not written with special
consideration for the flexible compliance and/or reporting requirements because the licensing boards
have, as their primary mission, the protection of the health, safety and welfare of Tennesseans. However,
the proposed rules are written with a goal of avoiding unduly onerous regulations.

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

The compliance requirements throughout the proposed rules are as “user-friendly” as possible while still
allowing the Board to achieve its mandated mission in regulating the licensing professional counselors
and ensuring only qualified practitioners are licensed.

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

Compliance requirements are not consolidated or simplified for small businesses in the proposed rules for
the protection of the health, safety and welfare of Tennesseans.

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

The standards required in the amendments do not necessitate the establishment of performance, design,
or operational standards.

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

There are no unnecessary entry barriers or other effects in the proposed rules that would stifle
entrepreneurial activity or curb innovation. Any barriers to entering the profession of licensed counseling
are enacted for the health, safety and welfare of Tennesseans and are necessary.
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STATEMENT OF ECONOMIC IMPACT TO SMALL BUSINESSES
1. Name of Board, Committee or Council:

Board of Licensed Professional Counselors, Licensed Marital and Family Therapists and Licensed
Pastoral Therapists

2, Rulemaking hearing date: No rulemaking hearing date has been set yet.

3. Type or types of small businesses that will be directly affected by the proposed rules:
This rule may make it easier for applicants to obtain licenses or temporary licenses which allow them to
open their own practice or affiliate with an existing practice to provide counseling services. Other than a

possible increase in people engaged in counseling through these practices, it would have little to no effect
on small businesses.

4. Types of small businesses that will bear the cost of the proposed rules:
None.
5. Types of small businesses that will directly benefit from the proposed rules:

Existing counseling practices may be able to expand by hiring temporarily licensed applicants as contract
or affiliated practitioners.

6. Description of how small business will be adversely impacted by the proposed rules:
There will be no adverse impacts to existing small businesses.

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

These rules are not burdensome, intrusive, or costly. In fact, they make it easier for people to understand
the requirements to practice counseling in the State of Tennessee and easier to fulfill those requirements,
thus making it easier to get a license.

8. Comparison of the proposed rule with any federal or state counterparts:

(a) Federal: The Commissioner is not aware of any federal counterparts. Counselors are not
licensed by the federal government.

(b) State: The Commissioner's proposed rule amendments are consistent with the qualifications for
licensure in the T.C.A. §63-22-101 et seq.
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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 promulgated 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 governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

These rule amendments are not projected to impact local governments in any way.
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01
(Rule 0450-01-.03, continued)

effective June 24, 2002. Amendment filed April 17, 2007; effective July 1, 2007. Amendment filed
November 26, 2008; effective February 9, 2009.

0450-01-.04 QUALIFICATIONS FOR LICENSURE.

(1)  Professional Counselor by Examination. To be eligible to submit an application, a candidate
must show completion of the following qualifications:

(a) Be atleast 18 years of age.

(b)  Must provide evidence that he is highly regarded in moral character and professional
ethics (rule 0450-01-.05).

(c) Education. The educational requirements must be completed prior to the date of
application.

1. Sixty (60) graduate semester hours, based upon a program of studies with a
major in counseling, completed from an institution accredited by the Southern
Association of Colleges and Schools, the Counsel for Accreditation of
Counseling and Related Educational Programs, or a comparable accrediting
body.

2. The graduate coursework should include, but is not limited to, core areas of (one
course may satisfy study in more than one of the study areas):

[0} Theories of human behavior, learning and personality;

(iiy  Abnormal behavior;

(i)  Theories of counseling and psychotherapy;

(iv) Evaluation and appraisal procedures;

(v)  Group dynamics, theories and techniques;

(vi) Counseling techniques;

(viiy Multicultural counseling;

(viii) Ethics;

(ix) Research;

(x)  Clinical practicum or internship (pursuant to T.C.A. § 63-22-104)

(d) A minimum of two (2) years of supervised post master professional experience
consisting of not less than ten (10) hours per week and fity (50) contact hours of
supervision per year as defined by Rule 0450-01 -10 (1).

(e) Pass the examination pursuant to rule 0450-01-.08.

(fy  Until receipt of a license to practice as a Professional Counselor, an applicant will be
required to practice under supervision, pursuant to Rule 0450-01-.10.

(2) Upgrading from Certified Professional Counselor Status to Licensed Professional Counselor
Status
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.04, continued)

(@) Individuals certified on July 1, 1991, as professional counselors may upgrade from
certification to licensure by any of the following methods:

1. Providing a copy of his current CPC renewal certificate and verification to the
board’s satisfaction, that he has had five years work experience, pursuant to rule
0450-01-.14, as a certified professional counselor.

2. Providing a copy of his current CPC renewal certificate and evidence that he has
been certified by the NBCC.

3. Providing a copy of his current CPC renewal certificate and complying with the
requirements pursuant to rule 0450-01-.04(1).

(by Upgrading from Certified Associate Professional Counselor Status to Licensed
Professional Counselor Status

1. Any person certified as an Associate Counselor on July 1, 1991, shall be deemed
to be a Certified Professional Counselor, but only for the purpose of upgrading to
Licensed Professional Counselor.

2. For the purpose of upgrading to Licensed Professional Counselor from Certified
Associate Counselor, the board will accept a passing score on the PES
examination, which was previously required for Associate Professional
Counselors, as fulfilling the requirement of 0450-01-.08.

(3) Licensed Professional Counselor (LPC) by Reciprocity. Individuals seeking licensure by
reciprocity must meet the following qualifications:

(a) Hold a current, undisciplined, professional counselor or equivalent license from another
state of the United States which has entered into a mulual reciprocily agreement with
the Tennessee Board for Professional Counselors, Marital and Family Therapists, and
Clinical Pastoral Therapists.

(b) _ Provide evidence that he or she is highly regarded in moral character and professional
ethics.

(c) _ Pass the Tennessee Jurisprudence Examination pursuant to rule 0450-01-.08.

ea}—L-ieenseG—meess;onai—Gaunsaier—--byRes#pr«aalty-.—-Lndlv{duals-se&k@ng—lieensure-by-meipme&t-y
mustmeatthe-following qualifications:

(a)—Held-a-currentprofessional sounselor-license-from-anotherstate:
(b)—Meallisensure-requirements-pursuant 1o Rule 0450-01-D4{1{arthrough-{d}and
(&) Pass all- the-examinations-required-pursuant-to-Rule 0450-01-08.

(4) Licensed Professional Counselor with Mental Health Services Provider designalion

(LPC/IMHSP). To be eligible to submit an application, a candidate must show completion of
the following qualifications:.

(a) __ Be at least 18 years of age.

(b) _ Provide evidence that he or she is hiahly reqarded in moral character and professional
ethics
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.04, continued)

{c) Education. The educational requirements must be completed prior to the date of
application.

1. Sixty (60) araduate semester hours, based upon a program of studies with a
major in counseling, completed from an institution accredited by the Southem
Assoclation of Colleges and Schools, the Council for the Accreditation of
Counseling and Related Educational Programs, or a comparable accrediling
body;

2 The graduate coursework should include, but is not limited to, the following core
areas (one course may satisfy study in more than one of the study areas):

(i) Theories of human behavior, learning and personality;
(iiy __Abnormal behavior;

(i) Theories of counseling and psychotherapy;
(iv)  Evaluation and appraisal procedures;
{v) _ Group dynarmtics, theones and techniques;

(vi) __Counseling technigues,

(vii)___Multicultural counseling;

(viii) Ethics;
(ix) Research;
(x)___Clinical practicum or internship (pursuani to T.C.A. § 63-22-104);

(xi) __Use of the DSM;

(xil) Treatment and treatment planning

3.  Pursuant to T.C.A. § 63-22-120, a minimum of nine (9) graduate semester hours
of coursework must be “specifically related to diagnosis, ireatment, appraisal and
assessment of mental disorders.” This will be interpreted to mean passing nine
(9) semester_hours, elther during the course of a graduale degree or as post-
graduate work, in courses in which diagnosis, treatment and treatment planning,
appraisal and assessment of mental disorders, psychopathology, and the use of

the DSM were the entire focus of the course or comprised a substantial portion of
the course work.

(d) __Meet the following requirements for post-maslers professional experience:

1 Complete three thousand (3000) hours of supervised post-masters professional

experience, including one hundred and fifty (150) contacl hours of supervision
obtained pursuant to Rule 0450-01-.10(6).

() Ope thousand and five hundred (1500) of the three thousand (3000) hours

of supervised post-masters professional experience shall be face-lo-face
client contact hours.
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.04, continued)

(i) One thousand and five hundred (1500) of the three thousand (3000) hours

of supervised post-masters professional experience shall be clinically-
related activities;

(e) Pass lhe National Counselors Examination, the National Clinical Mental Health

Counseling Examination, and the Tennessee Jurisprudence Exam pursuant to Rule
0450-01-.08.

(4—Professional Counselorwith-Mental-Health-Services Provider designation.

. o ication- ; boaiing 7
candidate-for professional-ceunselorwith-Mental Health-Services-Provider designation:
1. —Beatleast 18 years-atage-

2 Muslprovide—evidence—thal—he—is—highly—regarded—in—meral—character—and
professionalethics {Rule-0450-01-06)

3-—Meet the following-educationalrequirerents prior to-the-date-of-application:

(h——Sixty-{60}-graduale-semester hours-based-upen-a-program-of-studies-with
a-major—in—sounseling—cempleted- from-an—instilution -accredited by -the
Southern—Assasiation—of —Golleges—and—Schesls—the Counsel—lor
Aceraditation—ol—Counseling—and -Related—Educational-Programs—or-a
comparable-accrediling-body;

{i)— The graduate coursework-should-include -but-is-not-limited-to-the-follewing
core-areas-{one-course-may-salisfy-study-in-mere-than-ope-ef-the-sludy
Areask
h—Theores-of-human Behavior learming-and-parsonality
(y—Abnormal-behavier-and-psychopathology
(H—Theories-of ceunseling-and-psyshotherapy
{V)—Evaluation-and-appraisal procedures
(V}—Group-dynamics-theores-and-lechnigues
(V—Counseling-techniques
(MVI—Multicultural-seunseling
{Ml1}-Ethiss
(i Researsh
(¥)——Use othe DEM
(%1} —Treatment-and-treatment-planning
(4N Clinical-practicum-or internship (pursuantlo T.C-A-§-63-22-104)

4 Meet the-following requirements for post-masters professional experience:
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.04, continued)

{H——Complete—three—thousand (3000} —hours—ol—supervised—pest-masiars
professional—experience—neluding—ene-hundred—and—fifty {150} -contact
hours-of supervision-oblained- pursuantto-Rule 0450-04-10(6)-

(J;—Gn&%hausand—aad—ﬁv&hundmd—ﬁé@@}-aﬁh&-lhm&%housand%@@@@)
memmmimwim-mu—m

#)— One thousand-and-five-hundred-(1500)-of the-Ihree-thousand {3000)
hours—oaf-supervised-posl-masters-professional experience—shall-be
oy { activitios:

5 DPagsthe-examinalion-pursuantto Rule-0450-04--08.

(b)—Fa%pwpeseﬂmeLheakhM&amvmpdeﬂgnmimwmum%&A%
22150, 'has completed-a-minimum-of nine(8) graduate semester hours-of coursewerk
speahcally related—to_diagnosis—trealment.—appraisal—and-assessmant—of-mental
diserderswillbe-interpreted—to-mean-passing nine-(0}-semesterhours—either-during
M-Wm-mmwvmmmmwmmwmm
dﬂgne%-beatmmkmd—keatme%pﬂmﬁngrappmmal-and—aammmm%mi
disorders—psyehopathology—and-the-use-of the-DSM—were-lhe-entire—fosus-of-the
course-orcomprised-a-substantial-pertion-of the-course-work:

(5)  Licensed Professional Counselor with Mental Health Service Provider _designation
(LPC/MHSP), by reciprocity. Individuals seeking_licensure by reciprocity as LPC/MHSPs
must meet the following gualifications.

(a) Hold a current, undisciplined, professional counselor license with a Mental Heaith
Service Provider designation, or its equivalent, from another slate of the Uniled Slates
which has entered into a mutual reciprocily agreement with the Tennessee Board for
Professional Counselors, Marilal _and Family Therapists, and Clinical Pastaral

Therapists.

(b)__ Provide evidence that he or she Is highly regarded in moral characler and professional
ethics.

(cy _ Pass the Tennessee Jurisprudence Examination pursuant to rule 0450-01-.08.

fessional—Counselor—with—_Mental—Health-Service—Provider—designation—by
rec.lpmwwmaklmw-measwﬂmm-cmm
with-Mantal Health-Service-Brovider-designation must-meel-the-following qualifisations-

WMFWM—WWWMMMMWW
dasignationorlls-equivalent-from-anether state.

(b)—Meel licensure —requirements—pursuant-to-Rules- 0450-01-04{4){a}—through—4—and
0450-01-04(4)(b)-

""“"{ Formatted: Normal

(6)—Pass all-the-examinations-required-pursuant-to-Rule-0450-01-08:

(6) _ Temporarily Licensed Professional Counselor with Mental Health Service Provider
designation.

(a) A temporary license may be issued by the Board for an applicant for licensed
professional counselor designated as a mental health service provider who has:
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.04, continued)

1. Completed the academic course work and training (except for the required
supervised professional experience) required for the license; and

2. Successfully passed the National Counselor Examination.

(b) A temporary license obiained pursuant to this section authorizes an applicant to
perform_the functions specified in T.C.A. § 63-22-150(5), while working_under the

Authority: T.C.A. §§ 4-5-202, 4-5-204, 63-22-102, 63-22-104, 63-22-107, 63-22-116, 63-22-120,63-22-
121 and Public Chapter 318, Acts of 1995. Administrative History: Original rule filed October 9, 1986;
effective November 23, 1986. Repeal and new rule filed April 29, 1992, effective June 13, 1992.
Amendment filed October 18, 1995; effective January 1, 1996. Amendment filed April 16, 1996, effective
June 30, 1996. Amendment filed June 18, 1996; effective September 4, 1996. Amendment filed January
31, 2000; effective April 15, 2000. Amendment filed September 4, 2003 was effective November 18,
2003. However; Stay of effective date filed by the Board for Professional Counselors, Marital and Family
Therapists, and Clinical Pastoral Therapists on November 7, 2003, new effective date January 17, 2004.
Amendment filed November 26, 2008; effective February 9, 2009. Amendments filed October 25, 2012;
effective January 23, 2013.

0450-01-.05 PROCEDURES FOR LICENSURE. To become licensed as a professional counselor in
Tennessee a person must comply with the following procedures and requirements.

(1) Professional Counselor by Examination

(@) An application shall be requested from the Board’s administrative office or shall be
downloaded from the Internet.

(b)  An applicant shall respond truthfully and completely to every question or request for
information contained in the form, and submit it along with all documentation and fees
required by the form and this rule to the board’s administrative office. It is the intent of
this rule that all steps necessary to accomplish the filing of the required documentation
be completed prior to filing an application and that all documentation be filed
simultaneously.

(c) Applications for licensure will be accepted throughout the year and files which are
completed on or before the 30th day prior to the meeting will ordinarily be processed at
the next board meeting scheduled for the purpose of reviewing files. Supporting
documents requested in these instructions must be received in the board's office within
60 days of receipt of your application or the file will be closed.

(dy  An applicant shall pay, at the time of application, the nonrefundable application fee as
provided in rule 0450-01-.06.

() An applicant shall submit verification of having completed a supervised practicum or
internship pursuant to T.C.A. § 63-22-104.

(H  An applicant shall submit with his application, a certified copy of his birth certificate.

(@ An applicant shall submit a clear and recognizable recently taken, bust photograph
which shows the full head face forward from at ieast the top of the shoulders up.

(h) It is the applicant's responsibility to request a graduate transcript from his degree
granting institution, pursuant to T.C.A. § 63-22-104, be submitted directly from the
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.05, continued)

school to the board's administrative office. The institution granting the degree must be
accredited, pursuant to rule 0450-01-.04(1), at the time the degree was granted. The
transcript must show that the degree has been conferred and carry the official seal of
the institution and reference the name under which the applicant has applied for
licensure. The transcript must show at least 60 graduate semester hours, pursuant to
rule 0450-01-.04(1). The educational requirements contained in this rule must be
completed prior to the date of application for licensure.

0] An applicant shall complete and submit the worksheet form for reporting course work.

) An applicant shall submit evidence of good moral character. Such evidence shall
include at least two recent, within the preceding 12 months, original letters from
professionais attesting to the applicant's personal character and professional ethics
and typed on the signator’s letterhead.

(k) __An_applicant shall submil evidence of completing a minimum of two (2) years
supervised posl-master's experience under the direction of an approved supervisor,
pursuant to rule 0450-01-.04(1)(d).

0] An applicant shall direct NBCC to submit directly 1o the Board's office evidence that he

or she passed the National Counselor Examination pursuant to rule 0450-01-.08.

(m) An applicant shall disclose the circumstances surrounding any of the following:

1. Conviction of any criminal law violation of any country, state, or municipality
except minor traffic violations.

2 The denial of certification or licensure application by any other state or the
discipline of certification or licensure in any state.

3 Loss or restriction of cerlification or licensure.

4, Any civil suit judgment or civil suit setllement in which the applicant was a parly
defendan! includina, without limitation, actions involving malpractice, breach of
contract, antitrust activity, or any other civil action remedy recognized under any

country's or state’s statutory, common, or case law.

5. If the applicant discloses any of the above, the Board may require the applicant
to appear before the Board to answer guestions regarding the circumstances and
regarding the applicant's fitness to practice in the State of Tennessee. The

burden is on the applicant to prove by a preponderance of the svidence the
circumstances of any of the above.

5] Any of the above may be grounds for denial or conditioning of the license if the
Board determines it to be unprofessional conduct or condugct that violales T.C.A.
§8 53-22-101, et seq. or Board rules and requlations.

(k) An-applicant-shall-submil-evidence-of-a-minimum-of-lwe—(2)-years-suparvised-post-
master's_experence—under the-gdirection-of-an-approved—supervisor-pursuant-to-rule
0450-014-10-

{)——An-applicant-shall-diract-NBGC-to-submit-directly-to-the-board's-office-evidence thal-he
passed-the NBCC-examination.-pursuant-to-rile-0450:01-08.

(n)—An-applicantshall- disclose the-cireumstanses-surounding-any-of the fellowing:
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.05, continued)

(n

(0)

(3

{a)
)

1.——Conviction-of-any--criminal-law-violation-of-any-eeuntry—state—or-municipality;

2 The -denial-of-cerification—or—licensure—applicationby-any-otherstate—erthe
Jiscioli  corificati ; : :

%‘W i i eﬁmsagen. i i ‘GF“M‘Gensu'Fe. T

4 Any-civil-sult-judgment-or-civil-sult-setiementin-whish-the-applicant-was-a-parly
defendant-ineluding-without-Jimitation—astiens—invelving -malpractice —breach-of
contract-antitiust-activity,-or-any-other-civil-astion-remedy-recognized-tnder-any
country's-oFstale's-statulory-commen-or-sase-law:

An applicant shall cause to be submitted to the Board’s administrative office directly
from the vendor identified in the Board's licensure application materials, the result of a
criminal background check.

When necessary, all documents required to be submitted shall be translated into
English and such translation certified along with the original document as to
authenticity by the issuing source.

Personal resumes are not acceptable and will not be reviewed .

Application review and licensure decisions shall be governed by rule 0450-01-.07.

The burden is on the applicant to prove by a preponderance of the evidence that his
course work, supervision, and experience are equivalent to the board'’s requirements.

(2) Licensed Professional Counselor by Upgrade.

(@) An application shall be requested from the Board's administrative office or shall be
downloaded from the Internet.

(b) Reguests for upgrade will be accepted throughout the year and files which are
completed on or before the 30th day prior to the meeting will ordinarily be processed at
the next board meeting scheduled for the purpose of reviewing files. Supporting
documents requested in these instructions must be received in the board office within
60 days of receipt of your application or the file will be closed.

(¢}  An individual seeking to upgrade shall pay the nonrefundable upgrade review fee,
pursuant to rule 0450-01-.06, upon submission of the upgrade application.

(d) An applicant shall respond truthfully and completely to every question or request for
information contained in the form and submit it along with all documentation and fees
required by the form and this rule to the board administrative office. It is the intent of
this rule that steps necessary to accomplish the filing of the application and that all
documentation be filed simultaneously.

(¢) An individual currently registered with the board may upgrade his certification to
licensure by providing a copy of his current CPC certificate and:
1= Submitting evidence that he holds a current certification from NBCC, or
2. Compliance with the requirements pursuant to rule 0450-01-.04(1), or
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.05, continued)
3 Providing verification to the Board’s satisfaction, that he has had five (5) years
professional experience as a certified professional counselor.

(H  An applicant shall disclose the circumstances surrounding any of the following:

1. Conviction of any criminal law violation of any country, state, or municipality,
except minor traffic violations.

2. The denial of certification or licensure application by any other state or the
discipline of certification or licensure in any state.

3. Loss or restriction of certification or licensure.

4. Any civil suit judgment or civil suit settlement in which the applicant was a party
defendant including, without limitation, actions involving malpractice, breach of
contract, antitrust activity, or any other civil action remedy recognized under any
country’s or state’s statutory, common, or case law.

If the applicant discloses any of the above, the Board may require the applicant
to appear before the Board to answer questions regarding the circumstances and
regarding the applicant's fitness to practice in the State of Tennessee. The
burden is on the applicant to prove by a preponderance of the evidence the
circumstances of any of the above.

<

G. Any of the above may be grounds for denial or conditioning of the license if the
Board determines if to be unprofessional conduct or conduct that violates T.C.A.
§§ 63-22-101, et sea. or Board rules and requlations.

(@ An applicant shall cause to be submitted to the Board's administrative office directly
from the vendor identified in the Board's licensure application materials, the result of a
criminal background check.

(h) Where necessary, all documents required to be submitted shall be translated into
English and such translation certified along with the original document as to
authenticity by the issuing source.

(i) Upgrade review and licensure decisions shall be governed by rule 0450-01-.07.

) Personal resumes are not acceptable and will not be reviewed.

(k) The burden is on the applicant to prove by a preponderance of the evidence that he
possesses the qualifications to upgrade to licensure status.

(a) __The Board may issue a license to any individual who holds a current professional
counselor license from another state of the United States which has entered into &
mulual reciprocity agreement with the Tennessee Board for Professional Counselors
Marital and Family Therapists, and Clinical Pastoral Therapists, and who meets the
qualifications stated in rule 0450-01-.04(3).

{b) _An application shall be requested from the Board's administralive office or shall be

downloaded from the Internet. An applicant shall pay, at the time of application, the
nonrefundable application fee as provided in rule 0450-01-.06.

(c)  Applications for licensure will be accepted throughout the year and files which are
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completed on or before the 30th day prior to the meeting will ordinarily be processed at
the next Board meeting scheduled for the purpose of reviewing files. Supporting
documents requested in these instructions must be received in the Board office withi

sixty (B0) days of receipt of the application or the file will be closed.

(d) __ An applicant shall respond truthfully and completely lo every question or request far
Information contained in the form and submil it along with all documentation and fees

required by the form and this rule to the Board administrative office. Il is the intent of

this rule that all steps necessary to accomplish the filing of the required documentation
be completed prior to filing an application and that all documentation be filed
simultaneously.

e An applicant shall submit a clear and recognizable, recently taken, bust photoara
which shows the full head face forward from at least the top of the shoulders up.

() An applicant shall submit a ceriified photocopy of his or her birth certificate.

(@) An_applicant shall submit evidence of good moral character. Such evidence shall
include two recent, within the preceding twelve (12) months, original letters from
prafessionals altesting to the applicant’s personal character and professional ethics
and typed on the signator's letterhead.

(h)__ An applicant shall submit a copy of his original certificate or license from the other state
along with an official statement or affidavil from the appropriate certification or licensing
agency in the ather state which indicates that the cerlificate or license is in effect and in

good standing, as well as under whal provision such certificate or license was issued
i.e. arandfathering, examination, reciprocity. endorsement, elc.).

[{)] An applicant must submit a copy of his renewal cerdificate with the number from the
other state and expiration date.

{0 The applicant shall provide the Board with a copy of his state’s certification or licensing
Jaw and rules in effect at the time the applicant was credenlialed.

(k) An applicant shall disclose the circumstances surrounding any of the following:

1. Conviction of any criminal law violation of any country, state. or municipality,
except minor traffic violations.

2. The denlal of certification or licensure application by any other state or the
discipline of certification or licensure in any state.

3 Loss or restriction of ification or licensure.

4. Any civil suit judgment or civil suit settlement in which the applicant was & pa
defendant_including, without limitation, actions involving malpraclice. breach of
coniract, antitrust activity or any other clvil action remedy recoqnized under any
country’s or state's slatutory, common, or case law.

5. If the applicant discloses any of the above, the Board has the right lo require the
applican! lo appear before lhe Board fo answer guestions regarding _the
circumstances and regarding the applicant’s fitness lo practice in the State of
Tennessee. The burden is on the applicant to prove by a preponderance of the
evidence the circumstances of any of the above.

6. Regardless of the terms of a reciprocal agreement with anpther state, any of the

January, 2013 (Revised) 17

81



GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01
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above may be grounds for denial or conditioning of the license if the Boam
determines it lo be unprofessional conduct or conduct that violates T.C.A,
22-101, et seq. or Board rules and regulations.

An licant shall cause 1o be submitted to the Board's administrative office directl
from the vendor identified in the Board's licensure application materials, the result of a
criminal background check.

(m) Where necessary, all documents required to be submitted shall be Iranslated into

English and such translation certified along with the original document as to authenticity
by the issuing source.

(1) Application review and licensure decisions shall be governed by rule 0450-01-.07
/

o)  Personal resumes are nota table and will not be reviewed.

2\ ProfessionalC Resibrodt

{a)— The—Board-may-issue-a-licenseto-any-individual- who-holds-a-current-prefessional
counselorlicense-from-anotherstate-if-the-applicant-meets-the-gualifications-stated-in
Rule-0450-01--04(3)-

(b}—An-application-shall-be—requested—from-the-Board's-administralive-office-srshall-be
downloaded-frepi-the-Intesnet—An-applicant-shall-pay-at-the-time-of-applisation—the
nenrafundab#&app&maumﬁaeas—pm%ad—in ruke-0450-01--06-

(6}—Applications ferlicensire-will- be-asceplad-throughoutthe—year-and-files-which-are
completed-en-orbaforethe-30th-day-prior to-the-meeting will ordinarily-be processed-at
the_nextboard—meeting—scheduled—for the-purpose—ofreviewingfiles—Supporting

se-instruchions-must-he-received

dosuments—reguestad-in-the i the-beard-sfiice-within
60-days-of receipt-of-your-application-or the-file-will be clased:
{8)—An-applicant-shall-respond-truthfully-and-completely-to-every-guestion-or-request-for
informatien-centained-in-the form-and-submit-t-along-with-all-decumentation-and-fees
reguired-by- the-form-and-this-rule-to-the beard-administrative-office—li-is-the-intent-of

this-rule-that all-steps-necessary-lo-accomplish-the-filing-of-the-required-documentation
be—completed prier—te—iiling—an—applisation—and—that—all—documentation—be—filed
simultaneously-

(e} An-individual-seekinglo-upgrade-shall-pay-the—nonrefundable-upgrade reviewfee:
pursuant-to-rule-0450-01-06upon-submissien-efthe upgrade-application:

(ﬁ—An-ammmlkvMHnd—mmM&-mmerhmml@aph
which-shows-the-ful head-fase-forward-from-atieast the-lop-ef- the-shoulders-up:
(9)—An-applicant-shall submil-a-sertified-photocopy-of-his-birth-cerlificate-
racler—Sush—ewdence shall

inehade- two- pasem-wdmn-th&pmsedmg 12-months—original-letters-from-professionals
altesting-to-the-applicant's-personal-characler and-professional-sthics-and-lyped-on-the

Q-)_—An—appueam--&hail—wbmi#a--e@py—o!—hiwigiﬂakeeﬁiﬁaatew—lmmmmﬂm—ﬁam
other-state-in-affect at the time the-originallicense was-lssued-
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{f——AR-apphaact-ustsubiiib-a-copy-ol-hisrenewabcedibicatesalb-the—pumberfram-the
etherstoteand-epietondate:

{k)—The-applicant shall provide the-board with-a-copy-of his state’s-certification-or licensing
law and rules -affectat the-ime the apphoant was credentialed

() Theapplicant-shall direcHhe-appropriate-cerification orlisensingagensy-in-fis-statedo
sené—an—oﬂlma!-s&atamen&wh&dwndma&ﬁs-ﬂ;at wchﬁsﬁiﬁaal&—e{—keeﬂmsm eﬁee&and

gmnd&a;hermg;-axamanahon.—ra&pmmmendemmeﬂ&etes

+—Conviction-of-any-criminal-law-violatien—of-any-country—stale —or- municipality;
; e vi § .

2 The denial-of-certiicalion—orlicensure—application-by- any other slale-—orthe
discipline-of cerification-orlicensure In-any-state-

3 Loss-oF -rasl;iaﬂanet—eerﬁ#&aﬁe#aum

4—Any-civil-suit-judgment-ersivil-suit setllement-in-which-the-applicant-was-a-party

defandant-including—without-limitation.-actions-invelving-malpraclice —breach-of

contract-antitrust-activity-er-any-other civil-aclion-remedy-fecognized-underany
country s-or-state'sstatutory.- common. oF case-aw:

{n}—An-applicant-shall-cause-lo-ba submitted-to-the-Beoard's-administrative office-directly
from-the-vendeorideniified-in-the-Board's-licensure-application materalstherasull-of a

(o) Where—necessary—all-documents—equired-{o—be-submitied-shall-betranslated-inlo
English—and—such—translation—sertified—along—with—the—original-dosument—as—to
authenticity by the issuing-souree-

p—Application-review-and licensure decisions-shall-be-govemed-by-rule-0450-01-07.

(g}—Personal-resumes-are-not-acceptable and wilknot-be-reviewed:

(f)—The burden-ls-on-the-applicant-to-prove-by-a-prependerance-of the-evidence-that-his
cerificataflicense-at-the-lime-of issuance was based-on-requirements-thal were-at-least
eguivalent to-or-exceaded Tennessee's-current requirsrments:

(4) Licensed Professional Counselor with Mental Health Service Provider designation (LPC/MHSP).

(a) __An application shall be requested from the Board's administrative office or shall be
downloaded from the Intemet.

(b) _ An applicant shall respond truthfully and completely (o every question or request for
Information contained in the form. and submil it along with all documentation and fees
required by the form and this rule to the Board's adminisirative office. |t is the intent of
this rule that all steps necessary to accomplish the filing of the required documentation
be compleled prior to filing an_ application and that all documentalion be filed
simultaneously.

(¢} Applications for licensure will be accepted throughoul the year and files which are
completed on or before the 30th day prior to the meeting will ordinarily be processed at
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(Rule 0450-01-.05, continued)

the next Board meeting scheduled for the purpose of reviewing files. Supporting
documents requested in these instructions must be received in the Board's office within
sixly (60) days of receipt of the application or the file will be closed.

d An applicant shall pay, at the time of application, the nonrefundable application fee as
provided in rule 0450-01-.06.

(e) _An applicant shall submil verification of having completed a supervised practicum or
internship pursuant to T.C.A. § 63-22-104.

(fy__ An applicant shall submit with his application. a certified copy of his birth certificate.

(g) _ An applicant shall submif a clear and recoeqgnizable racently taken, bust photoaraph
which shows the full head face forward from at least the top of the shoulders up.

h It is the applicant's responsibility to request a graduate transcript fro is_de
granting institution. pursuant to T.C.A. § 63-22-104, be submitted directly from the
school to the Board's administrative office. The institution granting the degree must be
accredited, pursuant to rule 0450-01-.04(4), at the time the degree was granted. The
{ranscript must show that the degree has been conferred and carry the official seal of
the institution_and reference the name under which the applicant has applied for
licensure. The script_must show, pursuant le 0450-01-.04(4)(c)(3), at least
sixly (60) graduate semester hours, Including nine (9) from courses entirely or
substantially pertaining to diagnosis, treatment, appraisal and assessment of mental
disorders. The educational requirements contained in this rule must be completed prior
{0 the dale of application for licensure.

(i) An applicant shall complete and submit the worksheet form for reporting course work.

(I} __An applicant shall submit evidence of good moral character. Such evidence shall
include at least two (2) recent, within the preceding iwelve (12) months, original letlers
from professionals atlesting to the applicant’s personal character and professional

ethics and typed on the signator's letterhead.

(k) An applicant shall submit evidence of completing a minimum_of two (2) years

supervised post-master's experience under the direction of an approved supervisor
pursuant to rule 0450-01-.04(4)(d)

(1) ___An applicant shall direct NBCC lo submil directly 10 the Board's office evidence that he
passed the National Counselor Examination and the Mational Clinical Mental Health
Counseling Examinalion pursuant to rule 0450-01-.08.

(m) An applicant shall disclose the circumstances surrounding any of the following:

1 Conviction of any criminal law violation of any country, siate. or municipality
except minor traffic violations.

i The denlal of cedification or licerisure application by any other state or the
discipline of cerification or licensure in any state.

3. Loss or restriction of certification or licensure.

4. Any civil suit judgment or civil suit setilement in which the applicant was a party
defendant including, without limitation, actions involving malpraclice, breach of
contract, antitrust activity, or any other civil action remedy recognized under any
country’s or stale's statutory, common, or case law.
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5 If the applicant discloses any of the above, the Board has the right to require the
applicant to appear before the Board io answer guestions regarding the

circumstances and regarding the licant's fitness lo practice in the Slate of
Tennessee. The burden is on the applicant to prove by a preponderance of the
evidence the circumstances of any of the above.

6. Any of the above may be grounds for denial or conditioning of the license if the

Board determines it to be unprofessional conduct or conduct that violates T.C.A
88 63-22-101, et seq. or Board rules and requlations.

{n) __An applicant shall cause to be submitted to the Board's administrative office direclly
from the vendor Identified in the Board's licensure application materials, the result of a
criminal background check.

(o) When necessary, all documents required to be submitted shall be translated into

Enalish and such translation certified along with the original document as to authenticity
by the issuing source.

(p) Personal resumes are not acceptable and will nol be reviewed.

(q)  Application review and licensure decisions shall be govermned by rule 0450-01-.07.

() The burden is on the applicant to prove by a preponderance of the evidence that his
course work, supervision, and experience are equivalent to the Board's requirements.

{4} Professional-Counselorwith-Mental-Health-Service-Provider designation.
(a)—An-application-shall-be-requestedfrom-—the-Board's- administrative-office-or-shall-be
downloaded-from-the-Internet:

em._mmmm%mmwnmhwmml-mmm-mmmm
may—ﬁb—om_m_apgmGn—md—mlumqukamummﬁeHeng—witMe—nm
refundable—applicationfee—reguired—by—Rule—0460-01-06 —pursuant—te—praceduras
MMW‘Q‘)‘W j i O

(5) _ Licensed Professional Counselor with Mental Health Service Provider designation
(LPC/MHSP) by reciprocity.

(a)__The Board may issue a license to any individual who holds a current, undisciplined
professional_counselor license with a Mental Health Provider designation, or its
equivalent, from another state of the United States which has entered into a mutual
reciprocity agreement with the Tennessee Board for Professional Counselors, Marital
and Family Therapists, and Clinical Pastoral Therapisis, and who meets the
gualifications stated in rule 0450-01-.04(5).

(b) _An application shall be requested from the Board's administrative office or shall be
downloaded from the Internet. An applicant shall pay, al the time of application, the
nonrefundable application fee as provided in rule 0450-01-.06.

(c)__ Applications for licensure will be accepted throughout the year and files which are
completed on or before the 30th day prior lo the meeting will ordinarily be processed at

the next Board meeting scheduled for the purpose of reviewing files. Supporting
documents requested in these instructions musl be received in the Board office within

60 days of receipt of the application or the file will be closed.
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(d)  An applicani shall respond truthfully and completely to every question or request for
information contained in the form and submit it along with all documentation and fees
required by the form and this rule to the Board adminisirative office. |t is the intent of
this rule that all steps necessary to accomplish the filing of the required documentation
he completed prior to filing an application and that all documentalion be filed
simultaneously.

e An applicant shall submit a clear and recognizable recently taken, bust pholograph
which shows the full head face forward from at least the top of the shoulders up

Al licant shall submit a certified photocopy of his birth certificate.

{q) __An applicant shall submil evidence of good moral character. Such_ewvidence shall
include two recent, within the preceding 12 months, original letlers from professionais
attesting to the applicant's personal character and professional ethics and lyped on the

signator's letterhead.

(h) __An applicant shall submit a copy of his original cerlificate or license from the other siate
along with an official statement or affidavit from the ag%rogriate certification or licensing
agency in the other slate which indicates thal the certificate or license Is in effect and in
qood standing, as well as under whal provision such cerificale or license was issued

e. grandfatherin ination. reciprocity, endorsement, efc.).

(i An applicant must submit a copy of his renewal certificate with the number from the
other stale and expiration date.

(i___The applicant shall provide the Board with a copy of his state’s certilication or licensing
law and rules in effect at the time the applicant was credentialed.

k) An applicant shall discl the circumsiances surrounding any of the following:

1. Conviction of any criminal law violation of any country, state, or municipality
except minor traffic violations.

Z The denial of cerification or licensure application by any other state or the
discipline of certification or licensure in any slate.

3 Loss or restriction of celification or licensure.

4. Any civil suit judgment or civil suit seftlement in which the applicant was a pary
defendant including. without limitation, actions involving malpractice, breach of

contract, antitrust activity or any other civil action remedy recognized under any
country’'s or state's statutory, common, or case law.

5 If the applicant discloses any of the above. the Board has the right to require the
applicant to appear before the Board to answer questions regarding the
circumstances and regarding the applicant's fitness to practice in the State of
Tennessee. The burden is on the applicant to prove by a preponderance of the

evidence the circumstances of any of the above.

6. Regardless of Ihe terms of a reciprocal agreement with another state, any of the
above may be nds for denial or conditioning of the license if the Board
determines il to be unprofessional conduct or conduct that violat .C.A_§8§ 63-

22-101, et seq. or Board rules and requlations.
(I An applicant shall cause to be submitted to the Board's administrative office direclly
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from the vendor identified in the Board's licensure applicalion materials. the result of a
criminal background check.

m)__ Where neces all doguments required to be submitted shall be transla i

English and such translation cerlified along with the original document as to authenticity
by the issuing source.

() Application review and licensure decisions shall be governed by rule 0450-01-.07.

(o) Personal resumes are not acceptable and will not be reviewed.
(5)— Temporarylicensure—for—Professional—Counselor—with—Mental—Health—Service—Provider

(a)—A—temporary—license—may—be-issued—bythe—beard—for—an—applisant{erlicensed
professional-counselordesignated-as-a-mental-heallh service-provider who-has:

1.—Gompleted-the—academic—course—werk—and - traiping—{except-or—the—raguired
supervised professional-experience) required-for-the license-and

2 \Who has-suceessfully- passed-all-the-required-exarninalions,-as-provided-in-fule
(450-01--08.

(b} A temporarylisense—oblained pursuant-te—this—seclion—autherizes—an-applicant—to
performthe functions—spescified- in-T-C-A—§-63-22-160(5}while-werking—under-the
supenvision-of-a-gualified-supervisor

1-;%%%%&%&—%&4&-34%—?;&9&&@%
Counselerwith-Mental Health-ServieeProvider-designation,-licensed-marital-and
@megd-miniML-mm-WHimm

senior-psychological-examiner—or-a-licersed—peychologist-with-health-service
providerdesignation-wheo-has-been-licensed-or—cerlified-al-least-five(5)-years
and—who— s in—good—standing—with—their—respective—lieansing —boards—and
professional-asseciations.

submil.—on—a—form—provided—by—the—board.—information—abeut-the—prepesed
smwmmmuld%&mdwwm;-memimm
rmmmemmaieammmmyabemam-beaM—wN—apprwe—ma{—pﬂm{s}—m
@—M@Mﬁv%emmwy-ﬁs&%mppﬂe&%muﬂ—wbmﬂ4ﬁhs—bsa@4
W-»amﬁaﬂan—brummwaw—ﬁmm@—mmwmw—dkthe
WWWMQMWM-MM-thmm
paying-alihe-approprate-less-

@—Ne—mmmmW&M&%-Mmr&yﬁmm%maﬂa—mw
license-be-valid-for-more-than-three-{3}-years:

{e}-—#f—an—appliaanl—ia—gramed—a—tempmary—iisenser-lhe—&isanse—shall—ramain—valid--un%i!—lhe
W@or@a&h-wﬂﬁ@nmﬁppﬁw&b%&sﬁl&e&m&ﬁmlw
any-ofthe-following reasons:

1— Expiration-af-the-three-yearperied-

2 Eallure to-conlinue in supendsion-during-the-three-year-period-the-license-may-be
valid-
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3. Change of supervisors-withoul-nolifying-the-board —submitting-the-credentials-of
the prepesed-supervisor-and-eblaining the beard's-approval:

(H— When-a-temporarylicense-holderis-nelified by-the-board-that-his-temporany-license-is
invalidfor-any reason—the-applicant-shallraturn-the-lemporary-license-to-the-beard
office-within-ten-(10)-days. The-applicant-is-expected-to-cause-his-supervisor-to-nolily
lhe—bea:d—etany—reasen—na—ls aware—ef—that—m&lmns&shau%@bama invalid—The

desumen{awnrdemenst;amfg—sha-sahsfamw mmplehonal lhe-mqulped—F!esl Masler—s
supervised-experience-in-a-clinical- satting-which-meets-the-requirement-of-0450-01-10

(5)—'Fha—baaM—shau—lhen~grant—er—den {he-regularlicense-application—based-on

smwwmmphammqummta—ier—uaanm

Prowde: designation (LPC/MHSP).

(@ An agglﬁ:an; for licensure as an LPC/MHSP may file an application for temporary
licensure by submitting the non-refundabl lication ujred by Rule 0450-01-

.06, and an lication for licensure with all required documentation, pursuant 1o
procedures outlined in paragraph (4) of this rule, except as follows:

1. The applicant need not show proof of the post-master's supervisory hours
required by 0450-01-.05(4)(k).

The applicant need not show proof of having passed the National Clinical Mental
Health Counseling Examination or the Tennessee Jurisprudence Examination.

3 The applicant must _submit _information about the proposed supervisor or
supervisors, including proof that the supervisor meets the qualifications of 0450-
01-.10(1) and a copy of the proposed supervisory agreement or employment
contract.

(b) _ No person may be issued more than one (1) temporary license, nor shall a temporary
license be valid for more than three ears.

(c) _If an applicant is granted a temporary license. the license shall remain valid until the
Board arants or denies the reqular license application or until it shall become invalid for
any of the following reasons:

1 Expiration of the three (3) year period.

2. Failure to continue in supervision during the three vear period the license may be
valid.

3. Change of supervisors withaut notifying the Board, submitting the credentials of
the proposed supervisor, and obtaining the Board's approval.

(d)  When a temporary license holder is nolified by the Board that his temporary license is
invalid for any reason, the applicant shall return the temporary license 1o the Board
office within ten (10) days. The applicant Is expected to cause his supervisor to nolify
the Board of any reason he is aware of that the license should become invalid. The

Board will notify the supervisor wnen the temporary license becomes invalid.
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(Rule 0450-01-.05, continued)

(e). To replace the lemporary license wilh a regular license for LEC/MSHP, the spplicant
shall:

1 Nolify the Board in writing of intention to seek licensure, using the form provided
by the Board.

2 Present proof of the following:

I Completion of the required Post Master's supervised experience in_a
clinical setting which meets the reguirement of 0450-01-.10; and

1l Passage of the National Clinical Mental Health Counseling Examination
and lhe Tennessee Jurisprudence Examination.

3. Upon receipt of the materials specified in Parts 1 and 2 the Board shall consider
the previously submified licensure application appropriately supplemented and
grant or deny the reqular license applicalion. based on satisfactory completion of
all requirements for licensure.

Authority: T.C.A. §§ 4-5-202, 4-5-204, 63-22-102, §3-22-104, 63-22-107, 63-22-110, 63-22-116, 63-22-
117, 63-22-120, 63-22-121, and 63-22-150. Administrative History: Original rule filed October 9, 1986;
effective November 23, 1986. Repeal and new rufe filed April 29, 1992, effective June 13, 1992.
Amendment filed April 16, 1996, effective June 30, 1996. Amendment filed June 18, 1996, effective
September 4, 1996. Amendment filed January 29, 1998, effective April 14, 1998. Amendment filed
August 16, 2002; effective October 30, 2002. Amendment filed Qctober 30, 2002; effective January 13,
2003, Amendment filed July 16, 2003; effective September 29, 2003. Amendment filed September 4,
2003 was effective November 18, 2003. However, stay of effective date filed by the Board for
Professional Counselors, Marital and Family Therapists, and Clinical Pastoral Therapists on November 7,
2003; new effective date January 17, 2004. Amendment filed March 17, 2006; effective May 31, 2006.
Amendment filed November 26, 2008, effective February 9, 2009.

0450-01-.06 FEES.
(1)  The fees authorized by statutes are established as follows:
(a) Application fee - A nonrefundable fee to be paid by all applicants including those
seeking licensure by reciprocity. It must be paid each time an application for licensure

is filed.

(b) Duplicate Certificate or License Fee - A nonrefundable fee to be paid when an
individual requests a replacement for a lost or destroyed “artistically designed” license.

(¢) Endorsement/Verification Fee - A nonrefundable fee paid for each certification,
verification, endorsement of an individual’s record for any purpose.

(d) Late Renewal Fee - A nonrefundable fee to be paid when an individual fails to timely
renew his certificate or license.

{(e) License Fee - A nonrefundable fee to be paid prior to the issuance of the “artistically
designed” license.

H Renewal fee - A nonrefundable fee to be paid by all license and certificate holders. This
fee also applies to individuals who reactivate a retired or lapsed certificate or license.
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(Rule 0450-01-.11, continued)

Authority: T.C.A. §§ 4-5-202 and 63-22-108. Administrative History: Original rule filed April 29, 1992;
effective June 13, 1992.

0450-01-12 CONTINUING EDUCATION.

(1) Basic Requirements.

{a) __Each person registered with the Board is required to complete twenty (20) clock hours
of continuing education every two (2) calendar years.

(b) Those persons who hold two (2) cedificates andfor licenses requlated by the
Tennessee Board for Professional Counselors, Marital and Family Therapisis and
Clinical Pastoral Therapists shall complete thirty (30) clock hours of continuing
education every Iwo (2) calendar years. A parson who_holds three certificates and/or
licenses shall complete forty (40) clack hours of continuing education every two (2)
calendar vears. In each case. at least ten (10) clock hours shall be directly reiated to
the practice of each profession for which the person Is licensed or certified.

(¢)  Fthics and Jurisprudence Course Requirement:

y Three (3) clock hours of the twenty (20) clock hour biennial requirement shall,
pertain to the following subjects:

) Professional ethics; and/or

(i) Tennessee Code Annotaled, Title 63, Chapter 22; and/or

(iiy _ Official Compilation, Rules and Regulations of the State of Tennessee,
Chapter 0450-01.

2 Those persons who hold two (2) cedificates andlor licenses regulated by the
Tennessee Board for Professional Counselors, Marital and Family Therapists
and Clinical Pastoral Therapisis shall have three (3} clock hours of the thirty (30)
clock hour biennial requirement pertain to ethics and jurisprudence.

B Those persons who hold three (3) certificates and/or licenses shall have three (3)
clock hours of the forty (40) clock hour biennial requirement pertain to ethics and
jurisprudence.

(@—Eﬂ%--mr&ﬁ&@ﬂem&%t%&bﬂtd%qu%e—mmmmw—lm
continding-education-during-each calepdaryear.

{b}— Those—persens—who—hold—two—{2)—cedificates—and/or—licenses—ragulated—by—the
Glipical—Pastoral- Therapists—shall-complete—fifteen—(15)—cleck—hours—of—continuing

education—esach—calendaryear—A-—pearson-who-holdsthree—(3)—sertificales—and/or
|iaenaes—shauaaamplet&mw--{z0)--eleak—heursaaf--wnﬁnu{ng-aduaatian--eaah-eatandar

sf-each professienforwhich-the-person-is-licensed-or-cedified-
Ethi . | o Requi

14— Three (3} cleck-hours-of-the-ten-{10)-cloek-hourannual-requirement-shall-every
two-{2)-years pertainlo-the following-subjects:

{)—Professional-ethics;-andfor
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.12, continued)
{i—Tennessee GCode Annotated, Title-62 Chapter22-and/or

Hi—Official- Compilation—Rules—and-Regulaliens—o-the Stateol-Tennessee.
Chapter-0450-1-

2 Those-persons—whe-heold-twe-{2)-cedificales-and/or-licenses—regulated-by-the
Tennessee—Board for- Professional-Ceunselors—Marital-and-Family-Therapists
and-Clinical-Pasteral- Therapists—shall-have-three-{3)-cleck—hours—oi-the filean
{16}-clogk-hour-annual-requirement-pertain-to-ethics-and jurisprudence-every-two
Zyears:

3— A person-who-holds—three-(3)-cedificates-andiorlisenses—shall- havethree-{3)
clock-hours-af-lhe-twenty (20)-clock-hour-annual-requirement-perain-to-sthics
and—]uﬂ&pmdeneeﬁew—t-we—(z—}—yeaﬁ. i g

{d)  Those persons supervising applicants for llcensdre under the provisions of 0450-01-.10
shall have three (3) clock hours of the fwenty (20) clock hour biennlal requirement
pertain lo counseling supervision or related supervision lopics.

{e) A person is not required to complete continuing education for a profession in the
calendar year thal his or her licenise was initially approved.

(d}—A-person-s-notrequired-to-cemplete-conlinuing for-a-professien-inthe-calendar-year
that-histher license-and/or-cedificate was-initially-approved.

(2) Acceptable Continuing Education - Acceptable continuing education shall consist of master or
doctoral level course work from a nationally or regionally accredited institution of higher
education; attendance at educational events sponsored or approved by national, state,
regional, or local professional associations in the field; or events related to the practice of the
profession for which a nationally or regionally accredited institution of higher education grants
CEUs.

(3) Multi-Media - Notwithstanding the provisions of paragraph (2) and part (5) (b) 3., continuing
education courses may be presented in the traditional lecture and classroom formats or, with
successful completion of a written post experience examination to evaluate material
retention, in Multi-Media formats.

(@) Multi-Media courses may include courses utilizing:
1. The Internet
2. Closed circuit television
3. Satellite broadcasts
4. Correspondence courses
5.  Videotapes
6. CD-ROM
. DVD

8.  Teleconferencing
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.12, continued)
9. Videoconferencing

10. Distance learning

(b) A maximum of ten (10) clock hours may be received for mulli-media courses during the
two (2) calendar year period. Those persons who hold two (2) cerificates and/or
licenses requiated by the Tennessee Board for Professional Counselors, Martial and
Family Therapists and Pastoral Therapists may receive a maximum of fifteen (15) clock
hours for multi-media courses during the two (2) calendar year period. Those persons
who hold three (3) certificates and/or licenses may receive a maximum of tweniy (20)

clock hours for multi-media courses during the two (2) calendar year period.

rs—may-be-received-for-multi-media—courses-during
each-calendar—year—hose—persons—who-hald-twe-(2)—cerlificates—and/orlicenses
for_Professi o ~ Madl Fami
Therapisis-and Clinieal-Pastoral Therapisis-may reseive-a-maximum-of seven-and-one-
half-{714)—clock—hours—for-multi-media—courses—during —each-calendar—yesar—Those
persens-who-hold-three-(3)-cerificales-and/or licenses-may-racaive-a-maximum-o-len
(10} clock-heursformulti-media-courses-during-each-calendaryear.

(4) Documentation

(a) Each person registered with the board must retain proof of attendance and completion
of all continuing education requirements. This documentation must be retained for a
period of four years from the end of the calendar year in which the continuing education
was acquired. This documentation must be produced for inspection and verification, if
requested in writing by the board during its verification process. The board will not
maintain continuing education files.

(b)  The board will conduct a randomly selected audit of individual records to assure that
the continuing education requirements have been met. An individual’s records may be
audited during consecutive renewal periods.

(c) If audited, the individual must, within 15 working days of a request from the board,
provide evidence of continuing education activities. Such evidence must be by
submission of one or more of the following:

1. Certificates verifying the individual's attendance at the continuing education
programs described above.

2 An individual submitting a program as evidence of attendance at a continuing
education event will also be required to submit two or more of the following for
each program submitted: registration receipt, signed program, cancelled check,
hotel bill, name badge, or an original letter on official stationary signed by a
professional associate who attended.

3. An original letter on official institution stationery from the instructor of the
graduate level course verifying that the course was completed and listing the
number of credit hours of attendance completed by the individual.

4. Official transcript verifying credit hours earned. One semester credit hour is
equivalent to 10 clock hours for the purpose of certification renewal. Credit for

auditing will be for the actual clock hours in attendance, not to exceed the
academic credit.
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.12, continued)

(5) Continuing Education Course Approval - Courses to be offered for credit toward the
continuing education requirement must, unless otherwise provided, receive prior approval
from the Board. Unless otherwise provided, all courses shall be offered within Tennessee.

(a) Course approval procedures

1. Pre-approved course providers - Continuing education courses which pertain to
the practice of counseling shall be considered approved if provided or sanctioned
by the following entities:

0]
(it)
(i)
(iv)
W)
(v
(vii)

(viii)

(ix)
x)

(xi)

American Association for Marriage and Family Therapy;

American Association of Pastoral Counselors;

American Association of Sex Educators, Counselors, and Therapists;
American Counseling Association,

American Psychiatric Association;

American Psychological Association;

National Association of Social Workers;

Any state professional association affiliated with the national associations
listed in subparts (i) through (vii),

National Board for Certified Counselors;

Nationally or regionally accredited institutions of higher education,
including graduate courses and continuing education courses; and

Any state regulatory agency for professional counseling in the United
States.

2. Course approval procedure for other course providers

@

January, 2013 (Revised)

Unless pre-approved as provided in part (5) (a) 1, the course provider must
have delivered to the Board’s Administrative Office at least thirty (30) days
prior to a regularly scheduled meeting of the Board that precedes the
course, documentation which includes all of the following items which must
be resubmitted if substantive changes are made after receipt of approval
from the Board:

()  course description or outline;

(1)  names of all lecturers;

(Ill)  brief resume of all lecturers;

(IV) number of hours of educational credit requested;

(V) date of course;

(V) copies of materials to be utilized in the course; and
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.12, continued)

(i)

(iii)

(VI) how verification of attendance is to be documented.

Notwithstanding the provisions of the introductory language of this
paragraph, any clinic, workshop, seminar or lecture at national, regional,
state and local meetings of counselors will be recognized for continuing
education credit by the Board if

()  the course provider has complied with the provisions of subpart (5)
(a) 2 (i); or

() the course provider is exempt from needing prior approval as
provided in part (5) (a) 1.

Notwithstanding the provisions of subparagraph (3) (a), out-of-state
continuing education providers may seek course approval if they are a
professional counseling regulatory agency or association from a state that
borders Tennessee; and

() the course provider has complied with the provisions of subpart (5)
(a) 2 (i); or

() the course provider is exempt from needing prior approval as
provided in part (5) (a) 1.

3t Course approval procedure for individual licensees and certificate holders

M

(i)

Any licensee or certificate holder may seek approval to receive credit for
successfully completing continuing education courses by delivering to the
Board’s Administrative Office at least thirty (30) days prior to a regularly
scheduled meeting of the Board that precedes the course, everything
required in items (5) (a) 2 (i) (1) through (VIl) which must be resubmitted if
substantive changes are made after receipt of approval from the Board;
and

To retain course approval, the licensee or certificate holder must submit a
course evaluation form, supplied by the Board, to the Board’s
Administrative Office within thirty (30) days after successfully completing
the course.

(b)  Continuing education credit will not be allowed for the following:

1. Regular work activities, administrative staff meetings, case staffing/reporting, etc.

2. Membership in, holding office in, or participation on boards or committees,
business meetings of professional organizations, or banquet speeches.

3. Independent unstructured or self-structured learning.

4. Training specifically related to policies and procedures of an agency may not be
counted.

5. Non-counseling content courses - examples: finance or business management.

(6) Continuing Education for Reactivation of Certificate or License

(a) Reactivation of retired certificate or license

January, 2013 (Revised)
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GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.12, continued)

@

(b)

©

(d

1. An individual whose certificate or licensure has been retired for one year or less
will be required to fulfill continuing education requirements as outlined in this rule
as a prerequisite to reinstatement. Those hours will be considered replacement
hours and can not be counted during the next certification or licensure renewal
period.

2. Any individual requesting reactivation of a certificate or license which has been
retired must submit, along with the reactivation request, verification which
indicates the attendance and completion of 10 hours of continuing education
which must have been begun and successfully completed within 12 months
immediately preceding the date of requested reinstatement. The continuing
education hours completed to reinstate a retired certificate or license shall not be
credited toward the continuing education hours required to be completed by the
end of the calendar year following reinstatement.

3.  The board, upon receipt of a written request and explanation, may waive or
condition any or all of the continuing education for reactivation of a retired
certificate or license in emergency situations.

Reactivation of revoked licensure or certification - No person whose license or
certificate has been revoked for failure to comply with continuing education may be
reinstated without complying with these requirements. Continuing education will
accumulate at the same rate as that for those licenses and certificate holders which are
active. The required clock hours of continuing education must have been begun and
successfully completed within twelve (12) months immediately preceding the date of
reinstatement. A license or certificate which has been revoked for noncompliance with
the continuing education requirement shall also be subject to the late renewal fee
pursuant to rule 0450-01-.06.

Reactivation of expired licensure - No person whose license or certificate has expired
may be reinstated without submitting evidence of continuing education. The continuing
education hours documented at the time of reinstatement must equal the hours
required, had the license or certificate remained in an active status, and must have
been successfully completed within twelve (12) months immediately preceding the date
of reinstatement.

Continuing education hours obtained as a prerequisite for reactivating a license or
certificate may not be counted toward the calendar year requirement.

Waiver or Extension of Continuing Education Requirements.

(@)

(b)

The Board may grant a waiver of the need to attend and complete the required clock
hours of continuing education or the Board may grant an extension of the deadline to
complete the required clock hours of continuing education if it can be shown that
compliance is beyond the physical or mental capabilities of the person seeking the
waiver.

Waivers or extension of the deadline will be considered only on an individual basis and
may be requested by submitting the following items to the Board's Administrative Office
prior to the expiration of the calendar year (December 31) in which the continuing
education is due:

1. A written request for a waiver or deadline extension which specifies which
requirements are sought to be waived or which deadline is sought to be

January, 2013 (Revised) 38

95



GENERAL RULES GOVERNING PROFESSIONAL COUNSELORS CHAPTER 0450-01

(Rule 0450-01-.12, continued)

extended, and a written and signed explanation of the reason for the request;
and

2. Any documentation which supports the reason(s) for the waiver or deadline
extension requested or which is subsequently requested by the Board.

(¢) A waiver or deadline extension approved by the Board is effective only for the calendar
year for which either is sought.

(8) Violations

(@ Any licensee or certificate holder who falsely certifies attendance and completion of the
required hours of continuing education requirements, or who does not or can not
adequately substantiate completed continuing education hours with the required
documentation, may be subject to disciplinary action.

(b)  Prior to the institution of any disciplinary proceedings, a letter shall be issued to the last
known address of the individual stating the facts or conduct which warrant the intended
action.

() The licensee or certificate holder has thirty (30) days from the date of notification to
show compliance with all lawful requirements for the retention of the license or
certificate.

(d) Any licensee or certificate holder who fails to show compliance with the required
continuing education hours in response to the notice contemplated by subparagraph
(b) above may be subject to disciplinary action.

(e) Continuing education hours obtained as a result of compliance with the terms of a
Board Order in any disciplinary action shall not be credited toward the continuing
education hours required to be obtained in any renewal period.

Authority: T.C.A. §§ 4-5-202, 4-5-204, 63-22-102, and 63-22-108. Administrative History: Original
rule filed April 29, 1992; effective June 13, 1992. Amendment filed June 18, 1996; effective September 4,
1996. Amendment filed July 31, 2000, effective October 14, 2000. Amendment filed April 30, 2002;
effective July 14, 2002. Amendment filed July 16, 2003; effective September 29, 2003. Amendment filed
July 30, 2003; effective October 13, 2003. Amendment filed July 21, 2004, effective October 4, 2004.
Amendment filed October 18, 2004; effective January 1, 2005. Amendment filed March 23, 2007,
effective June 6, 2007. Amendment filed November 26, 2008; effective February 9, 2009.

0450-01-.13 PROFESSIONAL ETHICS. All licensees and certificate holders shall comply with the
current code of ethics adopted by the American Counseling Association, except to the extent that it
conflicts with the laws of the state of Tennessee or the rules of the Board. If the code of ethics conflicts
with state law or rules, the state law or rules govern the matter. Violation of the code of ethics or state
law or rules may subject a licensee or certificate holder to disciplinary action.

(1)  The certified professional counselor and licensed professional counselor and anyone under
his supervision shall conduct their professional practice in conformity with the legal, ethical
and professional standards promulgated by the Board under its current statutes and rules
and regulations.

(2) Each applicant and certificate holder or licensee is responsible for being familiar with and
following this code of ethics.

(3) A copy of the code of ethics may be obtained by writing the American Counseling
Association, 5999 Stevenson Avenue, Alexandria, VA 22304.
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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)

Steven Caldwell

James Philpott

Susan Hammonds-
White

x| XXX

Bradley Bull

Janet Scott X

| certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
by the Board of Licensed Professional Counselors, Licensed Marital and Family Therapists, and Clinical Pastoral
Therapists on 06/21/2013, 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: 04/16/2013

Rulemaking Hearing(s) Conducted on: (add more dates). 06/21/2013

Date: ,74/0//'5

Signature:% éf f%

Name of Oﬁicer://Johanna L. Barde

Title of Officer:  Assistant General Counsel, Department of Health

A,

\:,?i MECH S‘u,bscnbed and sworn to before me on: 7 /0 -1 3

;f:;, - “‘:‘},”f-_ Notary Public Slgnature:ﬁ/lﬂ b e VR hf/[f{’ ﬁ/{{%ﬁw(
- 00 ; 7o / %

'—; PUBLIC .': E My commission expires on: n4¥ CQM_MIS S1O1
% Sy & APRIL o 2522
) ~ ¥

e 3
All rulemakmﬁf a‘%gwﬁl\es provided for herein have been examined by the Attorney General and Reporter 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.
@M’

/" Robayt E. Cooper, Jr.
Attorn‘{y General and Reporter
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DEPARTMENT:

DIVISION:

SUBJECT:

STATUTORY AUTHORITY:

EFFECTIVE DATES:

FISCAL IMPACT:

STAFF RULE ABSTRACT:

G.O.C. STAFF RULE ABSTRACT

Environment and Conservation

Air Pollution Control

Title V Major Source Fees

Tennessee Code Annotated, Section 68-201-101 et seq.
April 8, 2014 through June 30, 2015

The agency has provided the following fiscal impact
information:

It is estimated that this revision will result in increased state
revenues of approximately $846,500. The increase is
necessary because employee salaries were increased as a
result of the Mercer salary study and because of changes
the Division is making to improve permitting efficiency. The
Division has a backlog of Title V permits and permit
amendments that must be reduced to meet its commitment
to the Environmental Protection Agency (EPA).
Expenditures are predicted to increase by approximately
$934,000 for the 2013-2014 fiscal year.

Section 502(b)(3)(A) of the Federal Clean Air Act requires
Tennessee, as an EPA approved program, to collect “an
annual fee, or the equivalent over some other period,
sufficient to cover all reasonable (direct and indirect) costs
required to develop and administer the permit program
requirements of this title”. Failure to meet this requirement
would cause the state to be in violation of federal law and
force the EPA to collect the fee from these sources using
their presumptive fee rate, a significantly higher rate than is
proposed; in addition to causing other consequences. To
collect this required annual fee, the Department proposes
to amend its rules to collect an annual fee of $7,500 from
all major sources, and, for major sources with allowable
emission rates that exceed 250 tons per year, an addition
per ton fee based upon either actual emissions or
permitted allowable emissions.
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Public Hearing Comments

One copy of a document containing responses to 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 rule 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.

Comment: As long as the Division fulfills the commitments it made to work with the TCCI over the next year
by providing additional detail regarding the breakdown of roles and services provided by each full-
time employee and provides additional background data for the next year's fees, TCCI has no
objection to the current proposed fee schedule.

Response: The Division will fulfill these commitments.

Comment: TCCI is supportive of finding an appropriate alternative methodology for calculating and
assessing administrative fee for Title V sources that funds the program without penalizing
industries for reducing the total tonnage of their emissions.

Response: The Department is willing to discuss this issue with representatives of the Chamber.

Comment: TCCI does not object to the proposed plan of application and the Title V fee increases included in
the public hearing on Rule 1200-03-26-.02 and the Division’s Workload Analysis as long as such
increases are justified.

Response: No response necessary.

Comment: TCCI reserves the right, pursuant to Tenn. Code Annotated § 4-5-204(c), to present oral
comments to the Board prior to its consideration and adoption of new fee rules and the workload

analysis for 2013-2014.

Response: No response necessary.

S$S-7039 (October 2011) 5 RDA 1693
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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
affects small businesses.

This rulemaking amendment to subparagraph (d) of paragraph (9) of rule 1200-03-26-.02 Construction and
Annual Emission Fees is federally mandated and, hence, exempt from the provisions of the Regulatory Flexibility
Act of 2007, Acts 2007, § 6 of Public Chapter 464. The rule subject to this amendment is part of the requirements
of § 502(b)(3)(A) of the Federal Clean Air Act which is the source of the requirement for Tennessee to collect “an
annual fee, or the equivalent over some other period, sufficient to cover all reasonable (direct and indirect) costs
required to develop and administer the permit program requirements of this title”.

SS8-7039 (October 2011) 6 RDA 1693
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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 promulgated 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 governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The Department anticipates that this amended rule will not have a financial impact on local governments.

S§S-7039 (October 2011) 7 RDA 1693
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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: Environment and Conservation
Division: | Air Pollution Control
Contact Person: | Lacey J. Hardin
Address: | William R. Snodgrass Tennessee Tower
312 Rosa L. Parks Avenue, 15" Floor
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Zip: | 37243
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1200-03-26 | Administrative Fees Schedule
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(Place substance of rules and other info here. Statutory authority must be given for each rule change. For
information on formatting rules go to http://state.tn.us/sos/rules/1360/1360.htm)

Amendments

Chapter 1200-03-26
Administrative Fees Schedule

Paragraph (9) of Rule 1200-03-26-.02 Construction and Annual Emission Fees is amended by deleting
subparagraph (d) in its entirety and substituting instead the following:

(d) 1. Every source subject to this paragraph shall pay an annual fee of $7.500.

2. In_addition to the annual fee of part 1 of this subparagraph. all sources with allowable
emission rates greater than 250 ton per vear (excluding carbon monoxide) shall pay the
following:

(i The rate at which major source actual-based annual emission fees are assessed

for non-EGU sources shall be $40-00 $39.00 per ton and the rate at which major
source allowable-based annual emission fees are assessed for non-EGU

sources shall be $29-50 $28.50 per ton. Neotwithstanding-any-caleulation-of-an

annual-fee—using-theserates the annualfeethal each-majersource s {o-pay
soabbaetboless then 27 500

(ii) The rate at which major source actual-based annual emission fees are assessed
for EGU sources shall be $56.00 per ton and the rate at which major source
allowable-based annual emission fees are assessed for EGU sources shall be
$45.50 per ton.

3. These The annual emission fee rates reauired by part 2 of this subparaaraph remain in
effect until the effective date of an amendment to this subparagraph. Any revision to
these rates must result in the coliection of sufficient fees to fund the activities identified in
subparagraph (1)(c) of this rule. These fee rates shall be supported by the Division’s
annual workload analysis that is approved by the Board.

4. For purposes of this subparagraph, an electric utility generating unit (EGU) means any
steam electric generating unit or stationary combustion turbine that is constructed for the
purpose of supplying more than one-third of its potential electric output capacity and
more than 25 MW net-electrical output to any utility power distribution system for sale.
Also, any steam supplied to a steam distribution system for the purpose of providing
steam to a steam electric generator that would produce electrical energy for sale is
considered in determining the electrical energy output capacity of the affected EGU.

Authority: T.C.A. §§ 68-201-101 et seq., and 4-5-201 et seq.

SS-7039 (October 2011) 2 RDA 1693
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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)
J. Ronald Bailey X

Thomas Beehan X

John Benitez X

Elaine Boyd X

Karen Cisler X

Wayne T. Davis X

Stephen Gossett X

Shawn A. Hawkins X
Helen Hennon X
Richard Holland X
John Roberts X
Larry Waters X
Jimmy West X
Alicia Wilson X

| certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
by the Air Pollution Control Board on 12/11/2013, and is in compliance with the provisions of T.C.A. § 4-5-222.

SS-7039 (October 2011) 3 RDA 1693
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| further certify the following:

Notice of Rulemaking Hearing filed with the Department of State on: 10/09/13
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All rulemaking hearing rules provided for herein have been examined by the Attorney General and Reporter of the
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G.O.C. STAFF RULE ABSTRACT

DEPARTMENT: Environment and Conservation
DIVISION: Water Resources
SUBJECT: Elimination of soil mapping services and associated fees,

modification of fee structure for subdivision evaluation and
plat approval.

STATUTORY AUTHORITY: Tennessee Code Annotated, Section 68-221-401
EFFECTIVE DATES: April 8, 2014 through June 30, 2015

FISCAL IMPACT: Minimal

STAFF RULE ABSTRACT: The department proposes to eliminate soil mapping

services that compete with the private sector and remove
the fee category from the rule. In the 1960s and 1970s,
the vast majority of subdivision approvals and permits were
based on percolation tests. Beginning in the late 1970s,
soil mapping became the preferred method for evaluating
the suitability of soils to effectively treat domestic
wastewater. Early in this transition, state-employed soil
consultants provided the majority of the soil-mapping
services associated with the program. As the program
evolved, private soil scientists entered the market. Current
rules require private soil scientists providing services in
support of the program be approved by the state.
Presently, the vast majority of soil mapping is performed by
private soil consultants. This proposal removes soil
mapping as a service provided by the state and places all
soil mapping services in the private sector.

The department proposes to modify the fee structure for
subdivision evaluation and plat approval to a sliding scale
that more accurately distributes review costs. Field work is
critical to effective soil evaluation. Historically, the fee for
subdivision evaluation and plat approval has been $65 per
lot. However, for plat consideration with a limited number
of lots, the fee does not cover review costs. The
department proposes a fee of $150 per lot for one or two
lots on a proposed plat; and, $100 per lot for three to ten
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lots on a proposed plat. Plats containing more than ten lots
will be assessed $1,000 ($100 per lot) for the first ten lots
plus $65 for each additional lot.
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Public Hearing Comments

One copy of a document containing responses to 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 rule 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.

Comment: Several commenters requested the ratio of state appropriations to fees for the subsurface
sewage disposal program to insure that the statutory limit set by T.C.A. § 68-203-104(d)(3) is in
compliance.

Response: The proposed amendments would result in fee collections of approximately 60% of the total
revenue for the subsurface sewage disposal program, which is well below the statutory limit of
71%.

Comment: A commenter requested an explanation of the Division's proposal to increase fees in light of the
state revenue numbers as this action appears inconsistent with the express language of T.C.A.
68-203-104(a)(3).

Response: The proposed fee amendments are not inconsistent with the language of T.C.A. § 68-203-
104(a)(3), The state appropriation to the heritage subsurface sewage disposal program for
current fiscal year was increased.

Comment: A commenter requested the amount of state appropriation allotted to this division for FY 2013-14,
the amount allotted in 2012-13, and the amount of anticipated appropriation for FY 2014-15.

Response: In FY 2012-13, the legacy Division of Water Pollution Control (WPC) was appropriated
$9,424,700; the legacy Division of Water Supply DWS) was appropriated $1,002,200; and the
legacy Groundwater Protection Division (GWP) was appropriated $2,155,400. When combined
into the Division Water Resources the total appropriated for this period was $12,582,300 (WPC
74.9%, DWS 8%, GWP 17.1%). For FY 2013-14, the Division of Water Resources was
appropriated $13,435,100; an increase of $852,800 from the previous fiscal year. The
percentage of allocations to the legacy programs within the Division of Water Resources would
have increase by proportionally to each program. Since the Administration is in the process of
developing the recommended budget for FY 2014-15, which the Governor will submit to the
General Assembly in late January 2014, we are not able to determine the amount that will be
appropriated. However, we do not anticipate that the appropriation will be decreased.

SS-7039 (October 2011) 6 RDA 1693
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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
affects small businesses.

(1)

(2)

©)

4)

The type or types of small business and an identification and estimate of the number of small businesses
subject to the proposed rule that would bear the cost of, or directly benefit from the proposed rule.

Those small business and consulting firms that provide soil mapping services will benefit from the
proposed rule change. This rule change will result in the Department no longer providing soil mapping
services and in doing so will direct this work to the private sector. There are an estimated 30 — 50 such
businesses within Tennessee. The proposed rule change will also raise subdivision evaluation fees for
subdivisions in areas not served by public sewer — particularly those with only a few lots. The majority of
subdivisions with only a few lots are proposed by existing land owners that elect to further divide their
property. This change will affect small businesses that are involved with residential developments. For
example, per the proposed rule: if a developer buys a five-acre tract of land in an area that is not served
by sewer and proposes to create a five-lot subdivision the cost for this service would increase from $325
to $500 ($35 per lot); if a developer buys a three-acre tract in an area that is not served by sewer and
proposed to create a two-lot subdivision the cost for this service would increase from $130 to $300 ($85
per lot); if a developer buys a 50-acre tract in an area that is not served by sewer and proposes to create
30 lots the fee for this service would increase from $1,950 to $2,300 (~$12 per lot).

The projected reporting, recordkeeping, and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparation of the report or record.

No additional reporting, recordkeeping or administrative costs are anticipated by this rule change.
A statement of the probable effect on impacted small businesses and consumers.

Small businesses providing soil mapping services will benefit from the additional workload. Buyers of lots
in new subdivisions will likely bear the cost of the increased fee. However, at most the increase will be

$85 per lot.

A description of any less burdensome, less intrusive or less costly alternative methods of achieving the
purpose and objectives of the proposed rule that may exist, and to what extent the alternative means
might be less burdensome to small business.

The proposed rule change is expected to benefit small businesses in that the Department will no longer
be providing a service. This service can be provided by private soil scientists. The increase of fees
associated with the evaluation of subdivision lots is weighted toward those subdivisions with minimal
number of lots. The fee increase is proposed to more appropriately fund the support (staff, transportation,
office review) for smaller subdivisions. The existing fee, while appropriate for larger subdivisions, did not
appropriately fund the Department’s service for those subdivisions with only a few lots. The Department
is not aware of any alternative means of providing this regulatory mandated service.

A comparison of the proposed rule with any federal or state counterparts.

This proposed rule does not increase permitting requirements nor does the rule attempt to increase the
population of permitted activities. This proposed rule is specific to fees for services. The proposed fee
changes are an outgrowth of an assessment of the services that the Department provides and the fees
that are assessed for those services. Funding ratios (fees/state appropriations) vary from program to
program within the state. Furthermore, other states have varied means of funding practices which makes
direct comparison of fees impractical.

S§8-7039 (October 2011) 7 RDA 1693
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(6) Analysis of the effect of the possible exemption of small businesses from all or any part of the
requirements contained in the proposed rule.

This rule change will benefit small businesses providing soil mapping services. Exempting small
businesses from the increased fee associated with subdivision evaluations would benefit small
businesses that buy property for the purpose of subdividing and resale; however, the benefit would be
minimal. The additional expense would be factored in to the process of buying, developing, and selling
subdivision lots and ultimately borne by the consumer.

S$S-7039 (October 2011) 8 RDA 1693
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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 promulgated 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 governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The Department anticipates that these amendments will not have a financial impact on local governments.

S§8-7039 (October 2011) 9 RDA 1693
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(Place substance of rules and other info here. Statutory authority must be given for each rule change. For
information on formatting rules go to http://state.tn.us/sos/rules/1360/1360.htm)

Rule 0400-48-01-.21 Fees for Services is amended by deleting it in its entirety and replacing it with the following

Amendments

Chapter 0400-48-01
Regulations to Govern Subsurface Sewage Disposal Systems

so that, as amended, the rule shall read:

0400-48-01-.21

(1)

Fees for Services.

Fees for services are assessed pursuant to the following:

()

h(a)

{e)(b)

Specific Procedure Covered by Fee

Conventional, chamber, EPS and large
diameter gravelless pipe subsurface sewage
disposal systems permit application
processing, making inspections and other
regulatory  activities relative to the
construction of new conventional, chamber
and large diameter gravelless pipe
subsurface sewage disposal systems and
modification or expansion of existing
systems because of additions resulting in
added wastewater flow, but not for repair of
malfunctioning systems. Permits shall be
granted or denied within forty-five (45) days
of receipt of all necessary information.

Alternative subsurface sewage disposal
systems permit application up to one
thousand (1,000) gpd. design flow
processing (excluding chamber, EPS and
large diameter gravelless pipe systems),
making inspections and other enforcement
activities relative to the construction of
alternative subsurface sewage disposal
systems and maodification or expansion of
existing systems because of additions
resulting in added wastewater flow, but not
for repair of malfunctioning systems. Permits

$S-7039 (October 2011) 2
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Fee

eiellraps—(—‘:‘»,ae-)—bemg-—-the—miHim’um—far—eaeh
seporateanreoroarteloere-to-bemannad:

Feehundred-dellars 8200 2erasre e
hundred doliars G200 beng- theminimumnfor

Prenpeds

. .
t“.g. I'H“d'ﬁed § BI ($250; ldellals being ltlnef
acre-to-bamappad:

Four hundred dollars ($400) up to one
thousand (1,000) gpd design flow plus one
hundred dollars ($100) for each additional
one thousand (1,000) gpd flow, or portion
thereof.

Five hundred dollars ($500) plus one hundred
fifty dollars ($150) for each additional one
thousand (1,000) gpd flow, or portion thereof.
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£h(c)

{(d)

e

h(f)

Ha)

fa(h)

0]

shall be granted or denied within forty-five
(45) days of receipt of all necessary
information.

Experimental subsurface sewage disposal
systems permit application processing,
making inspections and other enforcement
activities relative to the construction of
experimental subsurface sewage disposal
systems and expansion of systems because
of additions resulting in added wastewater
flow, but not for repair of malfunctioning
systems. Permits shall be granted or denied
within forty-five (45) days of receipt of all
necessary information.

Subdivision Eevaluation and plat approval for
individual lots - Evaluations of lots within
proposed subdivisions to determine and to
specify limitations on their usability for
subsurface sewage disposal systems.

Two lots or less

Three lots to ten lots

Greater than ten lots

Inspections of existing subsurface sewage
disposal systems.

Installer and Pumper Permits - Enforcement
activities relative to sewage system installers
and septic tank pumpers. Permits shall be
granted or denied within forty-five (45) days
of the date of application.

Sewage Surveys - Activities involved in the
inspections and surveying of subsurface
sewage disposal systems.

Water Samples - Collection of water samples
for bacteriological laboratory analysis, but
does not include samples collected in
enforcement activities.

1. Mail Deliver

2. Direct Deliver

Plans Review - Review of designs for large
conventional or large alternative subsurface

SS-7039 (October 2011) 3
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Five hundred dollars ($500).

One hundred fifty dollars ($150) per lot

One hundred dollars ($100) per lot

One thousand dollars ($1.000) for the first ten
lots plus sixty five dollars ($65) for each
additional lot

Two hundred dollars ($200) per inspection.

Two hundred dollars ($200) per annual permit
for pumpers and installers. The $200 annual
installer permit applies to installation of
conventional, chamber, EPS and large
diameter gravelless pipe systems. If an
installer wishes to be permitted for installation
of alternative systems, an additional one
hundred dollars ($100) applies for each type
of alternative system.

Actual costs.

One hundred fifteen dollars ($115) per
sample.

Two hundred fifteen dollars ($215) per

sample.

Seven hundred fifty dollars ($750) per
proposed system.
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sewage disposal systems to the point of
permit issuance.

RN Lor individuallots. Sixty.five-dollare-($65! el

(M) Domestic Septage Disposal Site Permit - Four hundred dollars ($400).
Permit application processing, making
inspections and other regulatory activity
relative to domestic septage disposal sites
Permits shall be granted or denied within
forty-five (45) days of receipt of all necessary
information.

{0)(k) Training - Non-state agencies and Calculated costs.
individuals.

{p)() Certificate of Verification by homeowners of One hundred dollars ($100).
existing system.

Authority: T.C.A. §§ 68-221-401 et seq., 68-203-101 et seq. and 4-5-201 et seq.
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| certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
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G.O.C. STAFF RULE ABSTRACT

DEPARTMENT: Environment and Conservation

DIVISION: Water Resources

SUBJECT: Environmental Protection Fund Fees

STATUTORY AUTHORITY: Tennessee Code Annotated, Section 69-3-101 et seq.
EFFECTIVE DATES: April 4, 2014 through June 30, 2015

FISCAL IMPACT: This amendment is estimated to increase revenue by

approximately $2.28 million annually. This estimate is
based on the actual workload from the previous year.

STAFF RULE ABSTRACT: The Heritage Water Pollution Control Program has been
operating at a deficit for several years and after taking
significant steps to reduce operating expenses, the
Division of Water Resources is proposing to restructure a
set of specific fees in an effort to create a division structure
that is sustainable, fair, and preserves the department’s
ability to act expeditiously in the permitting process. The
rules are being amended to adjust some fees to be more
commensurate with the level of time and effort required by
the division to deliver those services, and create fees for
services that have been provided at no cost to the
applicants. Specifically these proposed rules:

» Modify the fee structure supporting permit application
fees associated with 401 certifications and Aquatic
Resource Alteration Permits (ARAP), including notices of
intent for coverage under a general permit, based on level
of effort required to process these requests.

* Increase application fees for construction stormwater
permits, while also providing additional ability to ensure the
fee is commensurate with the level of effort required to
process permit requests.

* Assesses a fee to cover the cost of soil scientist and

engineering services required to approve decentralized
wastewater systems, which are becoming an increasingly
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important and effective alternative to the traditional
wastewater management, particularly in areas that are not
served by sewer lines and treatment plants.

« Create an annual maintenance fee structure for long-term
construction stormwater general permit coverages,
specifically those that exceed one year.

« Create an annual maintenance fee for individual ARAP
permits that require monitoring of permitted activities or
compensatory mitigation.

* Include a fee for the review of Force Mains, which is an
important component of water system design.

« Create a fee for Engineering Report reviews.
« Increase that annual maintenance fee for gravel dredging
permits from $140 to $300. This increase will support

annual inspection of commercial gravel dredging sites and
annual renewals.
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Public Hearing Comments

One copy of a document containing responses to 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 rule 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.

Comment: A commenter contends that several of the proposed permitting fee increases represent an
increase of 500%.

Response: Services for which no fees are currently being assessed would now be assessed a fee of $500 if
not exempted by the current general permit. This does not represent a 500% increase but does
represent a $500 fee where there had been no fee. General permits provide a relatively stream-
lined, expedient tool by which activities with common, low-impact scopes of work are authorized
to be conducted. Historically, services associated with general permits have been provided by
TDEC technical and administrative staff at no cost to the applicants. These services include:
developing and maintaining the general permits; assessing Notices of Intent from applicants
seeking coverage under the general permits for completion, applicability and appropriate scope;
providing Notice of Coverage to the applicant or Notice of Denial based on staff assessment; site
inspections as necessary; and, processing Notices of Termination. TDEC considers the general
permit process to be a clear benefit to the regulated community and the process has proven to be
successful. However, for TDEC to be able to continue to provide services necessary to support
the general permit process, appropriate fees must be assessed. A $500 fee, assessed to the
beneficiary of the service, is considered by TDEC to be appropriate in support of the services
rendered. In turn the applicants benefit from the advantages that the general permit process
provides.

When General Permits were first allowed, it was anticipated that 15 to 20% of all permit
applications would be for General Permits and 80 to 85% of the permit applications would be for
individual permits. With this expectation, the Division did not initially collect general permit fees,
although authorized to do so. However, because of the expedited time applicants receive via the
general permit process, now most permit applications (80 to 85%) are general permit notices of
intent. Given this fact, the Division and Department cannot continue to provide this service for
free. Our workload analysis demonstrates that the fee proposed is representative of the
Department's cost to process general permits.

The General Permit assists both the permit applicants and the Department. Permit processing
time is reduced by at least 66%. The general permit respects the time value of money and
environmental protection. Its permit terms and conditions are consistent statewide and cost less
to process than an individual permit.

Comment: A commenter maintains that TDEC's proposed fee increases will have a direct financial impact on
county highway departments.

Response: TDEC agrees that the fee rule proposal will have a direct financial impact on the county highway
departments. However, the proposed rule change associated with ARAP fees does not propose
to change any portion of the permitting or coverage process. Those activities necessitating
notification to TDEC will still require the same notification. The activities that are beyond the
scope of exemptions identified in the specific general permit will require the submittal of the $500
fee with the notification. The increase in administrative costs associated with this proposal would
be associated with generating and tracking the payment associated with the notification. The
requirement for providing notification to TDEC is not proposed for change.

Reference was made by this commenter that three of the general ARAP permits commonly used
by the highway departments were classified by the highway departments as “day to day” and
“daily” operational permits. The highway departments are currently required to submit notification
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Comment:

Response:

Comment:

Response:

Comment:;

Response:

Comment:

Response:

and obtain authorization by TDEC for coverage under these permits prior to conducting the
activity, unless the activity is exempt as described in the specific general permit. If the activities
are exempt, no notification would be necessary and no fee would be assessed. The fee proposal
will not change the process of obtaining coverage under a general permit or the need for
authorization to begin the actual work.

To reduce cost and when appropriate, the regulations allow for the less costly but effective
general permit as an alternative to the individual permit. The process to issue general permits
requires the expenditure of division resources. To continue to make these resources readily
available TDEC must amend its rules to recover these costs.

Some commenters believe that stream and wetland restoration projects (other than restoration
conducted for the purpose of compensatory mitigation) should receive an exemption.

TDEC agrees that stream and wetland restoration projects intend to advance the health of water
bodies and can result in better water quality or aquatic habitat and as such are not akin to
projects which degrade water quality. However, tracking the locations of these activities,
providing oversight/consultation and insuring that the impact to the water resource through
construction of the restoration project is minimized are activities for which TDEC will expend
resources. As such, the $500 fee is applicable to stream and wetland restoration projects.

Some commenters maintain that mining plan review fees are too low. Commenters request
TDEC impose a plan review fee of $25/acre not to exceed $5,000 for all coal mines, non-coal
mines, and quarries, but retain the $250 fee for reclamation.

TDEC agrees that the commenter’s proposal has merit. However, this particular fee rule category
is not proposed for change in the current filing. TDEC will consider this suggestion for future
rulemakings.

Two commenters believe that one year is too short of a time frame for projects. The time frame
needs to be at least 2 years from date of issuance or there should be a 1 year extension beyond
the first year at no costs. The annual fees should not begin until at least the end of the 2nd year
from issuance. Most projects will take at least 2 years to complete and the 1 year requirement is
too short.

The proposed annual maintenance fee is to support services that are commonly rendered in
support of longer term projects. TDEC agrees that some projects that are not completed in their
first year may be completed in their second year. However, a project being completed within two
years does not minimize the need for TDEC’s involvement, and need for supporting fees,
throughout the timeframe for the project. Assessing an annual fee in support of regulatory
oversight of active projects has been a long-standing practice for other Water Resources
programs. The general permit fee proposed covers the cost of permit processing and on-site
monitoring.

Two commenters believe that post project monitoring should not be assessed on the front end. A
review by TDEC should occur at the end of the project and then once accepted as completed per
plan the fee should be paid for the five year post project monitoring. This should be assessed at
$100 per year for the number of years of monitoring and should not be assessed at the beginning
of the project but upon approval by TDEC at completion of the project but prior to beginning the
maintenance period.

Mitigation plans and/or monitoring requirements for a particular project are known at the time of
permit issuance. Thus at time of permit issuance TDEC knows that we will have continued
involvement in support of the project at least through the term of the mitigation and/or monitoring
plan — irrespective of whether we can deem the project “complete” at the end of the period. Itis
at the time of permit issuance that the applicant for the project is present and committing to the
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Comment:

Response:

Comment:

Response:

Comment:

Response:

Comment:

Response:

term of the project. TDEC considers permit issuance to be the most practical point within the
project to receive payment for the services that we are committing to provide for the term of the
project.

Commenters requested that the Department define points of impact.

TDEC interprets “Points of Impact’” to mean discreet physical locations on one or more
jurisdictional water features within an overall project (common plan of development), at which
regulated alteration activities are proposed. A definition has been added to subparagraph (2)(a)
of Rule 0400-40-11-.02 to clarify this issue.

A commenter believes that under item (v) municipalities should have the right to maintain and
repair their structures without having to pay a fee to TDEC. This is required for the safety and
welfare of the motoring public and is a hindrance to the safety of the general public. Please
exempt city maintenance activities from this requirement.

Item (2)(a)1(v) of Rule 0400-40-11-.02 proposes to assess a $500 fee for projects seeking
coverage under a general permit. General permits provide a relatively stream-lined, expedient
tool by which activities with common, low-impact scopes of work are authorized to be conducted.
Historically, services associated with general permits have been provided by TDEC technical and
administrative staff at no cost to the applicants.  These services include: developing and
maintaining the general permits; assessing Notices of Intent from applicants seeking coverage
under the general permits for completion, applicability and appropriate scope; providing Notice of
Coverage to the applicant or Notice of Denial based on staff assessment; site inspections as
necessary; and, processing Notices of Termination. TDEC considers the general permit process
to be a clear benefit to the regulated community and the process has proven to be successful.
However, for TDEC to be able to continue to provide services necessary to support the general
permit process, appropriate fees must be assessed. A $500 fee, assessed to the beneficiary of
the service, is considered by TDEC to be appropriate in support of the services rendered. In turn
permit applicants benefit from the advantages that the general permit process provides.

The proposed rule change associated with ARAP fees does not propose to change any portion of
the permitting or coverage process. Those activities necessitating notification to TDEC will still
require the same notification. The activities that are beyond the scope of exemptions identified in
the specific general permit will require the submittal of the $500 fee with the notification. The
requirement for providing notification to TDEC is not proposed for change.

City agencies/municipalities are not authorized to conduct work under the general permit, unless
specifically exempted by the general permit, without providing notification to TDEC and obtaining
written authorization from TDEC to conduct the work.

A commenter believes that the statement in the second line (of “vii") should be changed to “or’ as
follows: Projects that replace, restore or repair public infrastructure or remediate damages from
flooding or storm events “or” qualify for federal disaster assistance are exempt from subparts (i),
(i}, (iii), (iv), (v), and (vi) of this part.

Consistent with the proposed subpart (2)(a)1(vii) of Rule 0400-40-11-.02, the existing regulations
exempt certain projects from having to obtain permit coverage if the project qualifies for federal
disaster assistance and are for natural events of the most destructive type, thus the federal
emergency designation. TDEC intends to maintain this exemption. Extending the exemption to
any projects resulting from flooding or storm events would not be in keeping with current
regulations.

There should be two additional categories of size (construction stormwater permits). One should
be 10-20 acres for $1,000 and the second should be 5-10 for $500.

The proposed acreage category changes are based on the perspective of staff that regularly
provide these services. Per their experience the proposed categories appropriately represent
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Comment:

Response:

Comment:

Response:

Comment:

Response:

Comment;

Response:

Comment:

Response:

Comment:

thresholds of work magnitude. While the commenter's proposal is not illogical, TDEC intends to
maintain its current proposal.

A commenter suggested that the wording of item (vi) should read “Projects less than 1 acre but
part of a larger overall development.” The fee should be lowered but charged on a per lot basis
and not just $100 per application that way each lot can get a notice of termination.

The wording of this category is proposed for change to “Projects seeking subsequent coverage
under an actively covered larger common plan of development or sale.” The $100 fee is intended
to fund the administrative costs associated with adding operators to an existing coverage which,
in certain cases, is an option to the regulated community. The fee will also compensate the
Division for its activities associated with the “lots” where construction events that are not part of
the initial SWPPP occur, such as, driveway construction, installation of subsurface utilities,
construction of basements and grading activities. Typically, these activities are performed by
someone other than the original SWPPP applicant and if pollution occurs, it is the responsible for
the “smaller lot owner.” This service has not historically been assessed a fee. The proposed fee
is not intended to capture an additional permit population. No change in permitting practices is
proposed.

A commenter requested that the ratio of state appropriations to fees for the water poliution control
program be separately calculated to insure that the statutory 50% limit is met and another
commenter asked how the proposed amendments would be impacted by the ratios set forth in the
law.

The proposed fee amendments would result in fee collections representing 39.4% of the total
revenue for the program, which make the fee collections anticipated to be well within the 50%
limit of T.C.A. § 68-203-104(d)(3).

A commenter requested an explanation of the Division’s proposal to increase fees in light of the
state revenue numbers as this action appears inconsistent with the express language of T.C.A.
68-203-104(a)(3).

The proposed fee amendments are not inconsistent with the language of T.C.A. § 68-203-
104(a)(3), The state appropriation to the heritage water pollution control program for current fiscal
year was increased.

A commenter asked how much money the proposed increase/modification in fees will generate
and how the money for the increase/modification will be spent.

The proposed fee rule modification will result in an estimated net revenue increase to the Division
of Water Resources of approximately $2.28 million toward the water pollution control program
revenue. The money will be spent to maintain an appropriate level of technical and administrative
staff needed to provide timely document review, permitting, inspection, and technical assistance
services to the regulated community.

A commenter requested TDEC to provide a workload analysis report for at least the last 5 years,
covering activities affecting the proposed fees and any related state appropriation. Include any
backlog or pending matters.

The workload analysis for the last 5 years is not available in a consistent format for all heritage
water divisions; however a detailed workload report for the consolidated division will be provided
to the commenter.

A commenter asked how the proposed changes will benefit municipalities and other affected
parties, to identify problems within the existing rules, to identify remedies/solutions to these
problems that the proposed rules correct, simplify, or areas in which they decrease spending, and
how the increase/modification in fees will improve services to municipalities.
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Response:

Comment:

Response:

Comment:

Response:

Comment:

Response:

Adequate funding is necessary for TDEC to maintain a quality regulatory program that is
approved by the EPA and that delivers quality and timely services. Receiving quality and timely
services directly benefits municipalities. The rules are being amended to adjust some fees to be
more commensurate with the level of time and effort required by the division to deliver those
services and create fees for services that have been provided at no cost to the applicants.
Without adequate funding the program will lose resources and that will result in costly delays and
inadequate regulatory oversight.

A commenter requested the amount of state appropriation allotted to this division for FY 2013-14,
the amount allotted in 2012-13, and the amount of anticipated appropriation for FY 2014-15.

In FY 2012-13, the legacy Division of Water Pollution Control (WPC) was appropriated
$9,424,700; the legacy Division of Water Supply DWS) was appropriated $1,002,200; and the
legacy Groundwater Protection Division (GWP) was appropriated $2,155400. When combined
into the Division Water Resources the total appropriated for this period was $12,582,300 (WPC
74.9%, DWS 8%, GWP 17.1%). For FY 2013-14, the Division of Water Resources was
appropriated $13,435,100; an increase of $852,800 from the previous fiscal year. The
percentage of allocations to the legacy programs within the Division of Water Resources would
have increase by proportionally to each program. Since the Administration is in the process of
developing the recommended budget for FY 2014-15, which the Governor will submit to the
General Assembly in late January 2014, we are not able to determine the amount that will be
appropriated. However, we do not anticipate that the appropriation will be decreased.

A commenter questioned whether the proposed annual maintenance fee for water withdrawal
ARAP permits will apply to utility districts that provide drinking water.

This proposed fee will only apply to those permittees that are not currently paying a maintenance
fee under Rule 0400-45-01-.32 Fees for Public Water Systems.

A commenter maintains that TDEC has not complied with T.C.A. § 68-203-103(3) to justify that a
fee increase is warranted.

In accordance with T.C.A. § 68-203-103(3), the Board of Water Quality, Oil and Gas is making
the required determination at its December 17, 2013 meeting. The Division of Water Resources
will be presenting the relevant information required by the statute to enable the Board to make the
required determination. The Division has made the information available that justified the need
for a fee increase during the comment period to all interested parties. TDEC maintains that it has
complied with the requirements of Title 68, Chapter 203 Tennessee Environmental Protection
Fund in order to successfully amend the fees required by Rule 0400-40-11-.02.
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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
affects small businesses.

(1)

()

@)

(4)

(5)

(6)

The type or types of small business and an identification and estimate of the number of small businesses
subject to the proposed rule that would bear the cost of, or directly benefit from the proposed rule.

The Division anticipates those small businesses that are involved in property development and
construction, in which land disturbance and alterations to aquatic resources are common, to be affected
by these proposed rules. All small businesses of this type statewide would be affected. The Division also
anticipates that small businesses providing decentralized wastewater services will be affected. There are
less than 10 such businesses statewide.

The Division anticipates that small business providing services related to soil mapping and hydrologic
determinations will be positively affected by these proposed rules. The Division estimates there are
approximately 50 to 75 such small businesses statewide.

The projected reporting, recordkeeping, and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparation of the report or record.

No additional reporting requirements are required by these proposed rules. No increase in the population
of permitted activities or those requiring permits is proposed. There will be additional recordkeeping
required in that some services that were historically not assessed a fee will be assessed a fee through
these proposed rules. The type of forms to be completed by the applicant will remain the same and the
reporting requirements will remain the same.

A statement of the probable effect on impacted small businesses and consumers.

The proposed rule will increase permitting costs for small businesses that develop property (residential,
commercial and industrial) whereby land disturbance and aquatic resource alteration are common. Costs
of keeping these permits active for long periods of time will also increase. The Division anticipates these
costs to be ultimately projected to the consumers that benefit from these activities.

Small businesses and consumers will also continue to benefit from timely permitting and support services
that an adequately-staffed program provides.

A description of any less burdensome, less intrusive or less costly alternative methods of achieving the
purpose and objectives of the proposed rule that may exist, and to what extent the alternative means
might be less burdensome to small business.

The Division considers this rule to be necessary to more appropriately fund the program. Other cost-
cutting activities have been, and continue to be, implemented. Additional staff reductions will likely occur
without these proposed rules becoming effective. Additional staff reductions will affect the program’s
ability to provide timely permitting and support services.

A comparison of the proposed rule with any federal or state counterparts.

This proposed rule does not increase permitting requirements nor does it attempt to increase the
population of permitted activities. These proposed rules are specific to fees for services. The proposed
fee changes are an outgrowth of an assessment of the services that the Division provides and the fees
that are assessed for those services. Funding ratios (fees/state appropriations) vary from program to
program within the state. Furthermore, other states have varied means of funding practices which makes
direct comparison of fees impractical.

Analysis of the effect of the possible exemption of small businesses from all or any part of the
requirements contained in the proposed rule.

The effect of exempting small businesses from all or any part of the requirements contained in the
proposed rule will result in the inability of the Division to continue to fund the services that are critical in
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support of the authority delegated to the Division by the Environmental Protection Agency. Furthermore,
lack of funding will affect the program’s ability to provide services to these small businesses in a timely
manner.
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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 promulgated 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 governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The Department anticipates that these amendments will have a financial impact on local governments.
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(Place substance of rules and other info here. Statutory authority must be given for each rule change. For
information on formatting rules go to http://state.tn.us/sos/rules/1360/1360.htm)

Paragraph (1) of Rule 0400-40-11-.02 Fees is amended by deleting subparagraph (c) in its entirety and

Amendments

Chapter 0400-40-11
Environmental Protection Fund Fees

substituting instead the following:

(c) 1. Except for part 2 of this subparaaraph. Permit permit annual maintenance fees shall be

paid to the Department for every year the permit is in effect by the permittee. The annual

maintenance fee shall be due within 45 days of issuance of an invoice.

2. Maintenance fees for post-project monitoring with fixed time periods shall be assessed in

total at the time of permit issuance.

Authority: T.C.A. § 69-3-101 et seq., 68-203-101 et seq. and 4-5-201 et seq.

Rule 0400-40-11-.02 Fees is amended by deleting paragraph (2) in its entirety and substituting instead the

following:

(2) Schedule of Fees

(@) The Application Fees for the processing of applications for 401 certifications and ARAP permits

and notices of intent for coverage under the a general permit

fordischerges—aistarmnaier
asseociated—with—construction—activity and for decentralized wastewater systems shall be as

follows:
1. 401 Certification of404-permit or ARAP (Capped at $5,000):

(i Projects equalio-orgreaterthan10-asres-or-equal-to
or-greater-than-1,000-feetlinear with 5 or more points of $2,500
impact and requiring compensatory mitigation $5,000

(i) Projects less-than-10-acres-orless-than-4,000feetlinear not 54000
requiring compensatory mitigation. any number of impact points 2,500

(iii) Projects with less than 5 points of impact. with or without
mitigation requirements $2.500

{ii)(iv) Watershed District Projects $-750 $1,000

(v) Projects seeking Notice of Coverage under a general permit $500

{i)(vi) Personal Residence or Family Farm $50

{w(vii) Projects that replace, restore or repair public infrastructure or remediate

For the purposes of part 1 of this subparagraph, points of impact shall mean discreet physical

damages from flooding or storm events and qualify for federal disaster
assistance are exempt from subparts (i), (ii), (iii), and (iv), (v) and (vi) of this part.

locations on one or more jurisdictional water features within an_overall project (common plan of

development), at which regulated alteration activities are proposed.

2. Construction Stormwater permits:

(i)
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(ii) Projects equal to or greater than 50 acres

and less than 150 acres $4.000 $6.000
iii) Projects equal to or greater than 20 acres
and less than 50 acres $4.000 $3,000
(iv) Projects equal to or greater than 5 acres
and less than 50 20 acres $1,000
{(v) Projects equal to or greater than 1 acre and less than 5 acres $250
82, Projects lessthan-tasre 0
(vi) Projects seeking subsequent coverage under an actively larger
common plan of development or sale $100
3. Decentralized Wastewater Systems
(i) Systems greater than 0.075 MGD $1,000 plus
$150 for each additional 0.02 MGD
(i) Systems greater than 0.05 MGD and less than 0.075 MGD $1.000
(iii) Systems greater than 0.02 MGD and less than 0.05 MGD $750
(iv) Systems less than 0.02 MGD 500
(b) Permit Annual Maintenance Fees shall be as follows for these categories of permitted activities
(Capped at $15,000):
1. Gravel Dredging $440 $300
2. Gravel Dredging for Personal Residence or Family Farm $0
3 Major Industrial Treatment Facility:
(i) Flow equal to or greater than 10 MGD $10,380
(i) Flow equal to or greater than 1 MGD and less than 10 MGD $8,650
(iii) Flow equal to or greater than 0.5 MGD and less than 1 MG $6,920
(iv) Flow equal to or greater than 0.1 MGD and less than 0.5 MGD $5,190
(v) Flow less than 0.1 MGD $3,460
4, Minor Industrial Treatment Facility:
(i) Flow equal to or greater than 10 MGD $6,920
(i) Flow equal to or greater than 1 MGD and less than 10 MGD $5,190
(iii) Flow equal to or greater than 0.5 MGD and less than 1 MGD $3,460
(iv) Flow equal to or greater than 0.1 MGD and less than 0.5 MGD $1,380
v) Flow less than 0.1 MGD $690
5, Treated Washwater Wastewater Dischargers with flows <0.001 MGD $140
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6. Stormwater Discharge Permits associated with Industrial Activities:

(i)
(i)
(i)
(iv)
(v)
(vi)
(vii)
(viii)
(ix)
(x)
(xi)

Facilities equal to or greater than 500 acre

Facilities equal to or greater than 400 acres and less than 500 acres
Facilities equal to or greater than 300 acres and less than 400 acres
Facilities equal to or greater than 200 acres and less than 300 acres

Facilities equal to or greater than 100 acres and less than 200 acres

Facilities equal to or greater than 50 acres and less than 100 acres
Facilities equal to or greater than 25 acres and less than 50 acres
Facilities equal to or greater than 10 acres and less than 25 acres
Facilities equal to or greater than 5 acres and less than 10 acres
Facilities equal to or greater than 1 acres and less than 5 acres

Facilities equal to or greater than 0 acres and less than 1 acre

7. Sewage Treatment Facility Flow:

()
(ii)
(i)
(iv)
v)
(vi)
(vii)
(viii)
(ix)
(x)
(xi)
(xii)
(xiii)

(xiv)

Flow equal to or greater than 5 MGD

Flow equal to or greater than 4.5 MGD and less than 5§ MGD
Flow equal to or greater than 4 MGD and less than 4.5 MGD
Flow equal to or greater than 3.5 MGD and less than 4 MGD
Flow equal to or greater than 3 MGD and less than 3.5 MGD
Flow equal to or greater than 2.5 MGD and less than 3 MGD
Flow equal to or greater than 2 MGD and less than 2.5 MGD
Flow equal to or greater than 1.5 MGD and less than 2 MGD
Flow equal to or greater than 1 MGD and less than 1.5 MGD
Flow equal to or greater than 0.75 MGD and less than 1 MGD
Flow equal to or greater than 0.5 MGD and less than 0.75 MGD
Flow equal to or greater than 0.25 MGD and less than 0.5 MGD
Flow equal to or greater than 0.1 MGD and less than 0.25 MGD

Flow equal to or greater than 0.075 MGD and less than 0.1 MGD

8. Small Mechanical Facility flow less than 0.075 MGD

9. Small Non-Mechanical Facility flow less than 0.075 MGD

10. Non-Discharging Facility:
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$970
$900
$830
$760
$690
$620
$550
$480
$420
$350

$0

$10,380
$10,030
$9,690
$9,340
$9,000
$8,300
$7,610
$6,920
$6,230
$5,540
$4,840
$3,460
$1,730
$1,040
$690

$350



(i) Influent flow equal to or greater than 0.6 MGD
(i) Influent flow equal to or greater than 0.1 MGD and less than 0.5
MGD
(iii) Influent flow equal to or greater than 0.075 MGD and less
than 0.1 MGD
(iv) Influent flow less than 0.075 MGD
v) Satellite collection systems
(vi) Pump and haul
11. Other Waste or Wastewater Operations Requiring Permit
12 General Permits
(i) For_construction activities that exceed 1 year under general
permit coverage:
(1 Proiects equal to or greater than 150 acres
(11 Projects equal to or greater than 50 acres and less than
150 acres
({115} Projects equal to or areater than 20 acres and less than
50 acres
(1IV) Projects equal to or greater than § acres and less than
20 acres
[4¥4) Projects equal to or greater than 1 acre and less than
5 acres
(ii) All other activities (other than stermwateror concentrated
animal feeding operations or minor activities that require no
notification to obtain general permit coverage)
13. Concentrated animal feeding operations covered by an individual permit
14. Municipal Pretreatment Programs as defined in subparagraph (2)(a) of

Rule 0400-40-11-.01:

(i)
(ii)
(iii)
15.  Mining:
(i)
(ii)
(iii)
(iv)
S$S8-7039 (October 2011)

Large Pretreatment Program
Medium Pretreatment Program

Small Pretreatment Program

Area equal to or greater than 500 acres
Area equal to or greater than 400 acres and less than 500 acres
Area equal to or greater than 300 acres and less than 400 acres

Area equal to or greater than 200 acres and less than 300 acres
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$2,770

$1,380
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$1,380
$350
$1,380

$6,920
$4,150

$1,380

$6,920
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(v) Area equal to or greater than 100 acres and less than 200 acres $4,150

(vi) Area equal to or greater than 75 acres and less than 100 acres $3,460
(vii) Area equal to or greater than 50 acres and less than 75 acres $2,770
(viii)  Area equal to or greater than 25 acres and less than 50 acres $2,080
(ix) Area equal to or greater than 10 acres and less than 25 acres $1,380
(x) Area equal to or greater than 5 acres and less than 10 acres $1,040
(xi) Area less than 5 acres $690

(Note: Fees are based on area being mined or area not yet reclaimed.)

16. Mining Reclamation $350
17. Stormwater Discharge Permits for Municipal Separate Storm Sewer

Systems (MS4):

(i) Large MS4s $10,380

(ii) Medium MS4s : $6,920

(iii) Small MS4s $3,460
18 401 Certification or ARAP permits that require monitoring of permitted

activities or compensatory mitigation $500
19. Water Withdrawal ARAP permits that require monthly operational

reports, provided an annual maintenance fee has not been paid

under Rule 0400-45-01-.32 $1.000

(c) Plan Review Fees shall apply to new facilities as well as the expansion or modification of existing

facilities. If the submittal includes more than one listed category, the fee will be the sum of the
fees listed for each individual category. Review of plans documents will not commence until all
fees required by these rules are paid in full. Plan Review Fees shall be as follows (Capped at

$1,500):
1. Major Industrial Wastewater Treatment Facility:
(i) Flow equal to or greater than 5 MGD $1,500
(i) Flow less than 5§ MGD $1,000
2, Minor Industrial Wastewater Treatment Facility:
(i) Flow equal to or greater than 0.1 MGD $ 500
(i) Flow less than 0.1 MGD $ 250
3. Sewage Treatment Facility:
(i) Flow equal to or greater than 5 MGD $1,500
(ii) Flow equal to or greater than 1MGD and less than 5 MGD $1,000
(iii) Flow equal to or greater than 0 .075 MGD and less than 1 MGD $ 500
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(iv) Flow less than 0.075 MGD $ 250
4, Collection Systems or Force Main:

: ~ollection.L|

$25.00 per 250 feet or portion thereof of sewage collection line or force main excluding
service laterals. Total fee not to exceed $1,500.

5. Equalization Basins:
(i) Holding capacity equal to or greater than 5 million gallons (MG) $ 300
(ii) Holding capacity equal to or greater than 1 MG and less than 5 MG $ 200

(iii) Holding capacity equal to or greater than 0.075 MG and

less than 1 MG $ 100
(iv) Holding capacity less than 0.075 MG $ 50

6. Pumping Stations:
0] Design capacity equal to or greater than 5 MGD $ 300

(ii) Design capacity equal to or greater than 1 MGD and
less than 5 MGD $ 200

iii) Design capacity equal to or greater than 0.075 MGD
and less than 1 MGD $100

(iv) Design capacity less than 0.075 MGD (Does not include
grinder pumps for septic tanks and septic tank effluent

pumps) $ 50
7. Mining Operations:
(i) Coal $ 250
(i) Non-Coal — $25.00 per acre, not to exceed $1,500
iii) Reclamation $ 250
(iv) Quarries $ 250
8. Wastewater Plant and/or Collection System Modification:

The plans review fee for modifications to wastewater plants and/or collection systems
shall be 20% of the full review fee based on the category and size of the resulting facility.

(d) Delegated Plans Review Authority:
Units of local government, which have been granted plans review authority, shall pay an annual
fee of $1,000. Failure of local government to pay this fee will be cause for the revocation of plans

review authority.

(e) Engineering Report Review

i I Maijor Industrial Wastewater Treatment Facility:
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(i) Flow equal to or greater than 5 MGD $1.500

(ii) Flow less than 5§ MGD $1.000
2. Minor Industrial Wastewater Treatment Facility:

(i) Flow equal to or greater than 0.1 MGD 3500

(i) Flow less than 0.1 MGD $250
3L Sewage Treatment Facility:

(i) Flow equal to or areater than § MGD $1.500

(ii) Flow equal to or greater than 1 MGD and less than 5§ MGD $1,000

(iii) Flow equal to or greater than 0.075 MGD and less than 1 MGD $500

(iv) Flow less than 0.0756 MGD $250

Authority: T.C.A. § 69-3-101 et seq., 68-203-101 et seq. and 4-5-201 et seq.

Subparagraph (a) of paragraph (3) of Rule 0400-40-11-.02 Fees is amended by deleting it in its entirety and
replacing it with the following so that, as amended, the subparagraph shall read:

(a) Fees resulting from application for a permit, maintenance of a permit or plans review, shall be
made Payable and Mailed to the Department of Environment and Conservation; Attention:
Environmental Protection Fees — Water Pollution-Centrol Resources.
Authority: T.C.A. § 69-3-101 et seq., 68-203-101 et seq. and 4-5-201 et seq.

Subparagraph (a) of paragraph (5) of Rule 0400-40-11-.02 Fees is amended by deleting it in its entirety and
replacing it with the following so that, as amended, the subparagraph shall read:

(a) Any person required to pay any fee specified in this rule, who disagrees with the calculation or
applicability of the fee, may petition the Board of Water Quality, Oil and Gas Centrol-Board for a
hearing. In order to perfect a hearing, the objecting party must present to the Technical Secretary
of the Board, not later than 15 days after the fee due date:

1. a petition for hearing, and
2. the total amount of the fee.

Authority: T.C.A. § 69-3-101 et seq., 68-203-101 et seq. and 4-5-201 et seq.

$8-7039 (October 2011) 8 RDA 1693

134



* 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)

James W. Cameron Il

X

Jill E. Davis

Mayor Kevin Davis

Derek Gernt

John Guoynes

C. Monty Halcomb

Chuck Head

Charlie R. Johnson

Judy Manners

John McClurkan

Frank McGinley

D. Anthony Robinson

XXX X XXX

| certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
by the Board of Water Quality, Oil and Gas on 12/17/2013, 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:

Rulemaking Hearing(s) Conducted on: (add more dates).

Signature:
Name of Officer:

Title of Officer:

Date:

10/18/13

12/10/13

December 17,2013,

;M&MW

mes W. Cameron ||

Chair

Subscribed and sworn to before me on: }’ (= LJP.A 1T, 2013
Notary Public Signature: (, as{ % &Mw

My commission expires on:

Sre o210,

20 |(p

All rulemaking hearing rules provided for herein have been examined by the Attorney General and Reporter 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.
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