For Department of State Use Only

Department of State
Division of Publications

Sequence Number:

312 Rosa L. Parks Ave., 8th Floor, Snodgrass/TN Tower
Nashville, TN 37243
Phone: 615-741-2650
Email: publications.information@tn.gov

Ru le ID(s):
File Date:
Effective Date:

~O~?_'~l~t,_-_\_11\_ _

'0090 - ~~Bi

2 IY\ I -Z.V \ti'\
(pl'lt1(1A7\~

Rulemaking Hearing Rule(s) Filing Form
Rulemaking Hearing Rules are rules filed after and as a result of a rulemaking hearing (Tenn. Code Ann. § 4-5-205).
Pursuant to Tenn. Code Ann. § 4-5-229, any new fee or fee increase promulgated by state agency rule shall take effect on July 1, following
the expiration of the ninety (90) day period as provided in § 4-5-207. This section shall not apply to rules that implement new fees or fee
increases that are promulgated as emergency rules pursuant to § 4-5-208(a) and to subsequent rules that make permanent such emergency
rules, as amended during the rulemaking process. In addition, this section shall not apply to state agencies that did not, during the preceding
two (2) fiscal years, collect fees in an amount sufficient to pay the cost of operating the board, commission or entity in accordance with § 4-29121 (b).

, Agency/Board/Commission: ' Tennessee Department of Mental Health and Substance Abuse Services
t
..
. ......
.. •
Division:_: ~drT1i_rli~frc1tive ari·d__Re.guJa_toiy_S._
~_
rvi~e_s .
.
. .. . . ..... . .
..

_C~n~ac~ Pe~~on: .: Z~~~J3Ia_[rJ)iE_e~tC>r, Offic'3 C>_fl_~gi_~)a~!()l1 _and Ru[es .. .. _________ _
Address: [ J\11~_rew _J_c1ck~on Build_ing, 51~ Fl()_<?.r, ~00 pea_derick.__
Street, N~-~~y[II~. TN
Zip: L3-7?43- ..
Phone: • 615-532-0977
Email: [ ~a~KJ~lc1ir@tn.go\/

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

Rule(s) (ALL chapters and ru les conta ined in filing must be listed here. If needed, copy and paste additional
tables to accommodate multiple chapters. Please make sure that ALL new rule and repealed rule numbers are
listed in the chart below. Please enter only ONE Rule Number/Rule Title per row)
__Chapter Number
0940-05-02
Rule Number
0940-05-02-.05
0940-05-02-.23
Chapter Number
0940-05-35
Rule Number
0940-05-35-.
02
----------0940-05-35-. 04
0940-05-35-.05
0940-05-35-.07
0940-05-35-. 09
0940-05-35-.10
0940-05-35-.13
0940-05-35-.20

-· --------------·

-Chapter Title
Licensure Adm inistration and Procedures
Rule Title
Fees
Inspection Fees

-----

I

Chapter Title
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment
Facilities
---------------------Rule Title
Definitions
Licensing Proced~_res
------------Policy and Procedures
----------Patient Record Reguirements
·Individualized Treatment Plan
Phases of Treatment
Medication Management
Personnel and Staffing Requirements

SS-7039 (October 2018)

RDA 1693

Revision Type (check all that apply):
Amendment
X New
Repeal
Rule(s) {ALL chapters and rules contained in filing must be listed here. If needed, copy and paste additional
tables to accommodate multiple chapters. Please make sure that ALL new rule and repealed rule numbers are
listed in the chart below. Please enter only ON E Rule Number/Rule Title per row)
Chapter Title
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment
Facilities
with Dispensing Authorization
-Rule Number
Rule Title
0940-05-36-.01
-- Purpose
-------------0940-05-36-.02
Definitions
--0940-05-36-.03
Application of the Rules
--------------0940-05-36-.04
Licensing Criteria
---------··--Medication Storage
0940-05-36-. 05
0940-05-36-.06
Recordkeepinq
Reporting
0940-05-36-.07
0940-05-36-.08
Labeling and Packaging of Buprenorphine Products
Inventory
0940-05-36-.09
0940-05-36-.10
Prerequisites to l~suing Prescriptions or Dis~Q~J_r:i_g Medications _
---------0940-05-36-.11
Central Registry
-Chapter Number
0940-05-36

SS-7039 (October 2018)

2

RDA 1693

Place substance of rules and other info here. Please be sure to include a detailed explanation of the changes
being made to the listed rule(s). Statutory authority must be given for each rule change. For information on
formatting rules go to
https://sos.tn.gov/products/division-publications/rulemaking-guidelines.
Chapter 0940-05-02
Licensure Administration and Procedures
Amendments
0940-05-02-.05 Fees is amended by deleting the rule in its entirety and substituting instead the following
language so that, as amended, the rule shall read:
(1)

The applicant must submit fees for the processing of the application prior to the Department's
making a determination to grant or to deny licensure. Each initial and renewal application for
licensure must be submitted with the appropriate fees. All fees submitted are non-refundable. The
fee rate is based on the number of distinct categories of service or facility, as applicable, to be
operated at each site. For a residential site, the fee rate is based on the number of beds to be
licensed . A fee must be submitted for each facility and/or service for which licensure is being
sought under the following schedule:
Non-residential Facility Fees Per Site:
One Distinct Category of Service or Facility
Two Distinct Categories of Services or Facility
Three Distinct Categories of Service or Facility
Four Distinct Categories of Service or Facility
More than Four Distinct Categories of Services
or Facilities

$ 810.00
$ 1,010.00
$ 1,220.00
$ 1,420.00

Nonresidential Office-based Opiate Treatment Facility
Nonresidential Office-based Opiate Treatment Facility
With Dispensing Authorization

$ 1,500.00

$ 1,620.00

$ 1,500.00

Residential Facilities Fees Per Site:
Mental Health Hospital Facilities (per bed)

$

175.00

All Other Residential Facilities:
Number of Beds
2-3
4-10
11 - 15
16 - 50
More than 50 beds

$ 200.00
$ 280.00
$ 410.00
$ 810.00
$1,220.00

Authority: T.C.A. §§ 4-4-103, 33-1 -302, 33-1 -303, 33-1 -305, 33-1-309, 33-2-301, 33-2-302, 33-2-404, 3-2-405,
33-2-406, 33-2-407, 33-2-409, 33-2-413, and Chapter 978 of the Public Acts of 2018.
0940-05-02-.23 Inspection Fees is amended by deleting the rule in its entirety and substituting instead the
following language so that, as amended, the rule shall read:
(1)

Pursuant to T.C.A. § 33-2-413(c), the Department is granted the authority to charge a fee in an
amount not to exceed fifty dollars ($50) for an onsite inspection of any facility or service, not
including an onsite initial or annual inspection which shall be charged at the rate applicable under
Rule 0940-05-02-. 05 for all categories of service.

(2)

The Department shall invoice the applicant or licensee for each applicable inspection . The
applicant or licensee shall pay the inspection fee within thirty (30) days after receipt of the invoice,
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unless the current license expires before the end of the 30-day period . If the current license
expires before the end of the 30-day period, the licensee shall pay the inspection fee before the
expiration of the current license.
(3)

The Department may withhold the issuance of a license or suspend or expire an existing license
pending the payment of fees required under Rule 0940-05-02-.05 or Rule 0940-05-02-.23.

(4)

Pursuant to T.C.A. § 33-2-406(h)(2)(b), the Department shall apply a reinspection fee of five
hundred dollars ($500) to a nonresidential office-based opiate treatment facility or to a
nonresidential office-based opiate treatment facility with dispensing authorization that the
Department found to be non-compliant in a prior inspection.

Authority: T.C.A. §§ 4-4-103, 33-1-302, 33-1-303, 33-1 -305, 33-1-309, 33-2-301, 33-2-302, 33-2-403, 33-2-404,
33-2-413, and Chapter 978 of the Public Acts of 2018.
Chapter 0940-05-35
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment Facilities
Amendments
0940-05-35-.02 Definitions is amended by deleting the ru le in its entirety and substituting instead the following
language so that, as amended, the rule shall read:
(1)

Definitions of general terms used in these rules can be found in Rules Chapter 0940-05-01.

(2)

Definitions specific to this chapter are as follows :
(a)

"Nonresidential office-based opiate treatment facility" or "Facility" or "OBOT" is a service
entity that includes, but is not limited to, stand-alone clinics, treatment resources,
individual physical locations occupied as the professional practice of a prescriber or
prescribers licensed pursuant to Title 63, or other entities prescribing products containing
buprenorphine, or products containing any other controlled substance designed to treat
opioid use disorder by preventing symptoms of withdrawal to twenty-five percent (25%) or
more of its patients or to one hundred fifty (150) or more patients.
1.

"Nonresidential office-based opiate treatment facility" does not include any facility
that meets the definition of a nonresidential substitution-based treatment center
for opiate addiction, otherwise referred to as a nonresidential opioid treatment
program as licensed under Rule 0940-05-42 .

(b)

"Buprenorphine" means a semi-synthetic opioid partial agonist that activates the opioid
receptors but not to the same degree as full agonists such as morphine and heroin, as
well as any FDA-approved pharmaceutical product that contains buprenorphine.

(c)

"Case ManagemenVCare Coordination" means a collaborative process of assessment,
planning, facilitation, care coordination, evaluation , and advocacy for options and
services to meet an individual's and family's comprehensive health needs through
communication and available resources to promote quality, cost-effective outcomes.

(d)

"Controlled Substance Monitoring Database" or "CSMD" means a program administered
by the Tennessee Department of Health to monitor the prescribing and dispensing of
Schedule 11, 111, IV and V controlled substances as set forth by T.C.A. Title 53, Chapter
10, Part 3.

(e)

"Counseling" or "Counseling Session" means a face-to-face individual therapeutic
counseling session lasting not less than twenty (20) minutes with a qualified provider, or
a group educational session of no more than twenty (20) patients and lasting not less
than fifty (50) minutes facilitated by a qualified provider. Counseling shall be focused on
issues related to the patient's opioid use disorder and shall not include discussions
related to administrative procedures. Telehealth, pursuant to the Tennessee Code
Annotated, may be utilized to facilitate counseling. Attendance of a 12-step program,
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such as Narcotics Anonymous, shall not be considered counseling. The Facility shall
document each counseling session in the patient's medical chart.
(f)

"DATA 2000 Waiver" means the registered authority given to a qualified health care
professional by the U.S. Drug Enforcement Administration to prescribe FDA-approved
narcotic medication for opioid detoxification or maintenance treatment pursuant to 21
u.s.c. §823(g).

(g)

"DEA" means the United States Drug Enforcement Administration.

(h)

"Detoxification" or "Detoxification Treatment" means the use of an opioid agonist
treatment medication in decreasing doses to the patient to alleviate adverse physical or
psychological effects incident to withdrawal from the continuous or substantial use of an
opioid drug and as a method of bringing the patient to a drug-free state within that period.

(i)

"Diversion Control Plan" means specific measures, including assigning responsibilities to
medical and administrative staff, to reduce the possibility of diversion of controlled
substances from legitimate treatment to illicit use.

U)

"Facility Director" means the person designated by the Facility's governing body who is
responsible for the operation of the Facility, for the Facility's overall compliance with
federal , state, and local laws and regulations regarding the operation of a non-residential
office-based opiate treatment facility, and for all Facility employees including
practitioners, agents, or other persons providing services at the Facility. Non-physician
facility directors shall not supervise medical staff.

(k)

"FDA" means the United States Food and Drug Administration.

{I)

"Governing Body" means the person or persons with primary legal authority and
responsibility for the overall operation of the OBOT and to whom a director/chief
executive officer is responsible. Depending upon the organizational structure, this body
may be an owner or owners; a board of directors or other governing members of the
licensee; or state, city, or county officials appointed by the licensee.

(m)

"Inspection" means any examination by the Department or its representatives of an
OBOT including, but not limited to, the premises, staff, persons in care, and documents
pertinent to initial and continued licensing, so that the Department may determine
whether an OBOT is operating in compliance with licensing requirements or has violated
any licensing requirements. The term inspection includes any survey, monitoring visit,
complaint investigation, or other inquiry conducted for the purposes of making a
compliance determination with respect to licensing requirements.

(n)

"Medical Director" means a physician who meets the qualifications set out in 0940-05-35.20(3)(b) and who has been designated by the governing body of the Facility to be
responsible for the supervision of all medical staff at the Facility and the administration of
all medical services offered by the Facility, including compliance with all federal, state
and local laws and rules regarding medical treatment of opioid use disorder.

(o)

"Medical Record" or "Medical Chart" means medical histories, records, reports,
summaries, diagnoses, prognoses, records of treatment and medication ordered and
given, entries, x-rays, radiology interpretations and other written electronics, or graphic
data prepared, kept, made or maintained in a facility that pertains to services rendered to
patients.

(p)

"Medication Assisted Treatment" means use of a medication approved by FDA, in
combination with counseling and behavioral therapies, for the treatment of an opioid use
disorder.

(q)

"Multidisciplinary Treatment Team" or "Treatment Team" means professionals, which
may include a licensed physician, licensed physician assistant, licensed nurse, qualified
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alcohol and drug treatment personnel, and/or mental health professionals, who assess,
evaluate, or treat a patient.
(r)

"Office of Licensure" means the Tennessee Department of Mental Health and Substance
Abuse Services (TDMHSAS) Office of Licensure.

(s)

"Opiate/Opioid" means a drug that contains opium, derivatives of opium, or any of several
semi-synthetic or synthetic drugs with agonist activity at the opioid receptor.

(t)

"Observed Drug Screen" or "Observed Urine Drug Screening" means a test used to
determine the presence of illicit drugs in an individual's body conducted by and in the
presence of a Facility medical or lab staff or contracted medical or lab staff so as to
ensure against the tampering with or falsification of the results .

(u)

"Patient" or "Service Recipient" shall refer to an individual receiving treatment for opioid
use disorder at an OBOT.

(v)

"Physical Location" means real property on which is located a physical structure, whether
or not that structure is attached to real property, containing one (1) or more units and
includes an individual apartment, office, condominium, cooperative unit, mobile or
manufactured home, or trailer, if used as a site for prescribing or dispensing products
containing buprenorphine, or products containing any other controlled substance
designed to treat opioid use disorder by preventing symptoms of withdrawal.

(w)

"Phases of Treatment" means the induction , stabilization, and maintenance phases
associated with office-based opioid treatment as described in the Clinical Guidelines for
the Use of Buprenorphine in the Treatment of Opioid Addiction: A Treatment Intervention
Protocol published by the Substance Abuse and Mental Health Services Administration's
(SAMHSA) Center for Substance Abuse Treatment (CSAT).

(x)

"Program Physician" means any physician, including the medical director, who provides
medical services to patients at the Facility.

(y)

"Qualified Provider" means a qualified mental health professional as defined in T.C.A. §
33-1 -101(20), or a qualified alcohol and drug abuse treatment personnel as defined in
0940-05-01 -.16(7).

(z)

"Relapse" means a process in which an individual who has established abstinence or
sobriety experiences a recurrence of signs and symptoms of active addiction, often
including resumption of the pathological pursuit of reward and/or relief through the use of
substances and other behaviors.

(aa)

"Taper", ''Tapering", and "Medically Supervised Withdrawal" are interchangeable terms
for the purposes of these rules.

(bb)

"TDMHSAS" or "Department" means the Tennessee Department of Mental Health and
Substance Abuse Services.

(cc)

"Treatment" or "Substance Abuse Treatment" means a broad range of services intended
to assess status, reduce symptoms, or mitigate the effects of substance misuse,
substance use disorders, or co-occurring disorders; reduce risk of relapse and associated
harm; or restore or establish well-being for individuals and families; provided, that said
practice may include, but not be limited to, care coordination, case management,
medical, pharmacological, psychological, psycho-educational, rehabilitative or social
services and therapies. The overall goals are to eliminate the substance abuse as a
contributing factor to physical, psychological, and social dysfunction and to arrest or
reverse the progress of any associated problems.
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(dd)

"Treatment program" or "Substance Abuse Treatment Program" means an organized
system of services containing a mission, philosophy, and model of substance use
disorder treatment designed to address the needs of clients.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-35-.04 Licensing Procedures is amended by deleting the rule in its entirety and substituting instead the
following language so that, as amended, the rule shall read:
(1)

An OBOT, as defined in 0940-05-35-. 02(2)(a) and T.C.A. § 33-2-402, shall be licensed by the
Tennessee Department of Mental Health and Substance Abuse Services (TDMHSAS or
Department).

(2)

An OBOT shall include, as part of its ownership structure, a physician who holds an unrestricted
license from the Tennessee Board of Medical Examiners or the Tennessee Board of Osteopathic
Examination and holds an active DATA 2000 waiver. "Ownership Structure" means any entity,
group, or individual(s) having legal ownership of the OBOT, directing its functions and operations.
This includes, but is not limited to, a sole proprietor, general partner, board member of a nonprofit or for-profit corporation, or managing member of a limited liability company. Final
determination as to whether ownership structure requirements for an OBOT are being met is in
the sole discretion of the Department.

(3)

A public benefit non-profit/charitable corporation, registered with the Tennessee Secretary of
State, shall have a physician who holds an unrestricted license from the Tennessee Board of
Medical Examiners or the Tennessee Board of Osteopathic Examination and holds an active
DATA 2000 waiver on its Board of Trustees.

(4)

A corporate entity doing business as an OBOT in the State of Tennessee shall not provide, hold
itself out as providing, or advertise that it provides substance use disorder treatment for opioid
use disorder in the form of opioid agonist therapy, or office-based opiate treatment, unless it
complies with the following requirements:

(5)

(a)

Is appropriately registered with the Tennessee Secretary of State to operate in the State
of Tennessee and/or is and remains current with corporate or non-profit/charitable
registration requirements of the Tennessee Secretary of State; and,

(b)

In the case of a for-profit corporate entity, includes, as a member of its Board of Trustees,
the Facility's medical director.

The OBOT shall make application with the Department's Office of Licensure by providing the
following information, at a minimum:
(a)

Application on the Office of Licensure's designated forms to include the:
1.

Initial Application;

2.

Fact Sheet; and,

3.

Financial Statement;

(b)

Applicable fees as defined in Tennessee Administrative Procedures Rule 0940-05-02.05;

(c)

Evidence of a contracted and/or currently employed physician with a DATA 2000 waiver;

(d)

Evidence of all physicians contracted and/or currently employed at the Facility holding a
license from the Tennessee Board of Medical Examiners or the Tennessee Board of
Osteopathic Examination;
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(e)

Comprehensive listing of all members of the organization's ownership structure; and

(f)

Any other item the Department believes is necessary and proper for application
purposes.

(6)

Prior to renewal of the license, the OBOT shall be required to develop written policies and
procedures that substantially comply with the provisions of this Rule, as well as with
Administrative Chapter 0940-05-06.

(7)

The Department may release to and/or gather information from the Tennessee Department of
Health Board of Medical Examiners (BME) as is necessary for licensing and/or investigation of
complaints against an OBOT.

(8)

With or without notice, the Department, or its representatives, shall have the right to enter upon or
into the premises of an OBOT in order to make inspections and/or investigations deemed
necessary to determine compliance with applicable law. The OBOT shall comply with all
reasonable requests of the Department and allow it to obtain information from third parties as is
necessary.

(9)

The Department shall be given the authority to enter upon the premises of an unlicensed facility
prescribing buprenorphine-type products to better determine that unlicensed facility's need for
TDMHSAS oversight. The Department shall attempt to conduct inspections and investigations in
the least intrusive manner needed in order to obtain necessary information. The facility shall be
required to provide reasonable amounts of information to the Department for this determination.
(a)

(10)

"Reasonable amounts of information," in this context, may be considered aggregate, nonpatient identifying information to include, but not be limited to:
1.

Patient de-identified identifiers;

2.

Lists of medications prescribed to that de-identified patient; and

3.

The total number of patients seen at the physical location in question .

The governing body of an OBOT shall designate a facility director (as defined in 0940-05-35.02(2)U)), who is responsible for the operation of the Facility. Non-physician facility directors shall
not supervise medical staff.
(a)

Should a Facility operate in such a fashion that the physicians working at the same
physical location are unassociated and/or unaffiliated to one another in some type of
business arrangement, then the unassociated and/or unrelated physicians shall
designate a facility director.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 332-403, 33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
0940-05-35-.05 Policy and Procedures is amended by adding the following language as a new subparagraph (e)
to Paragraph (1) and relettering the subsequent subparagraphs so that, as amended, the rule shall read:
(1)

The governing body of the Facility shall ensure the OBOT is administered and operated in
accordance with written policies and procedures in the below listed subject areas and in
accordance with these rules. Each Facility shall clearly identify the governing body, as defined in
Rule 0940-05-01-.01 (18) and Rule 0940-05-35-.02(2)(1), in its policies and procedures manual
including the name and contact information of the governing body.
(a)

Admissions and Discharges and Best Practices Utilized (0940-05-35-.06);

(b)

Patient Record Requirements (0940-05-35-.07);

(c)

Patient Transfers (0940-05-35-.08);
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(d)

Individualized Treatment Plan (0940-05-35-.09);

(e)

Phases of Treatment (0940-05-35-.10);

(f)

Special Populations (0940-05-35-.11 );

(g)

Counseling (0940-05-35-. 12);

(h)

Medication Management (0940-05-35-.13);

(i)

Drug Screens (0940-05-35-.14);

U)

Detoxification and Medically Supervised Withdrawal (0940-05-35-.15);

(k)

Diversion Control Plan (0940-05-35-. 16);

(I)

Reporting Requirements (0940-05-35-. 17);

(m)

Patient Rights (0940-05-35-.18);

(n)

Community Relations (0940-05-35-.19); and

(o)

Personnel and Staffing Requirements (0940-05-35-.20).

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301 , 33-2-302, 33-2-402, 332-403, 33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
Rule 0940-05-35-.07(4)(e) is amended by deleting the reference to 0940-05-35-.17 and replacing it with 0940-0535-.18 so that, as amended, the rule shall read:
(e)

Acknowledgement that the patient has been informed of his or her rights as found in
0940-05-35-. 18;

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1 -309, 33-2-301, 33-2-302, 33-2-402, 332-403, 33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
0940-05-35-.09 Individualized Treatment Plan and Best Practices Utilized is amended by deleting the rule in its
entirety, renaming the rule Individualized Treatment Plan, and substituting instead the following language so that,
as amended, the rule shall read :
(1)

The admission requirements of 0940-05-35-.06 shall first be completed prior to the development
of an Individualized Treatment Plan (ITP).

(2)

A Facility shall develop an ITP for each patient within thirty (30) days of admission. The ITP shall
be developed in accordance with peer reviewed medication assisted treatment guidelines,
developed by nationally recognized organizations, such as SAMHSA and the American Society of
Addiction Medicine.

(3)

Medical care , including referral for necessary medical service, and evaluation and follow-up of
patient complaints, shall be compatible with current and accepted standards of medical practice.
All patients shall receive a medical evaluation at least annually and other medical examination or
testing shall be considered as appropriate. The medical director or program physician shall record
the results of this annual medical evaluation and review of patient medical records in each service
recipient's record.

(4)

Each Facility shall take steps to ensure that a comprehensive range of rehabilitative services,
including vocational , educational, legal, mental health, alcoholism , and social services, are made
available to the patients who demonstrate a need for such services. The Facility can fulfill this
responsibility by providing support services directly or by appropriate referral. Support services
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that are recommended and/or utilized shall be documented in the patient's record . Each Facility
shall have policies for matching a patient's needs to treatment.
(5)

If the patient experiences a relapse, his or her ITP shall document evidence of intensified
services provided. Such evidence may include, but is not limited to, an increase in individual or
group counseling session(s) or more frequent drug screens.

(6)

A patient's ITP shall be reviewed at least every six (6) months and a discussion shall be held with
the patient regarding his or her continued desire to remain in the program for maintenance
treatment. Alternatives such as medically-supervised withdrawal shall be presented to the patient
at the time of the discussion and documented in the patient's record. The patient shall sign and
date a statement indicating that she or he wishes to remain within the program in a maintenance
phase. If the patient wishes to enter medically-supervised withdrawal, the plan of care shall reflect
that choice.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
New
0940-05-35-.10 Phases of Treatment is a new rule. All subsequent rules, and references thereto, are renumbered
accordingly.
0940-05-35-.10 Phases of Treatment.
(1)

Requirements for services according to phases of treatment:
(a)

The patient's most current phase of treatment shall be clearly documented in the patient's
medical record.

(b)

A patient in the induction or stabilization phases of treatment shall:

(c)

{d)

1.

Have weekly office visits scheduled;

2.

Receive appropriate counseling sessions at least twice a month;

3.

Be administered one (1) observed drug screen at least weekly, for a minimum of
three (3) weeks; and

4.

Receive case management services weekly.

A patient in the maintenance phase of treatment for less than one (1) year shall:
1.

Have a scheduled office visit at least every two (2) to four (4) weeks;

2.

Receive counseling sessions at least monthly;

3.

Be administered a random observed drug screen at least eight (8) times annually;
and

4.

Receive case management services at least monthly.

A patient in the maintenance phase of treatment for one (1) year or more shall:
1.

Have a scheduled office visit at least every two (2) months;

2.

Receive counseling sessions at least monthly;

3.

Be administered a random observed drug screen at least four (4) times annually;
and
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4.

Be offered case management services at least every two months.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1 -309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
Amendments
0940-05-35-.13 Medication Management is amended by deleting the rule in its entirety and substituting instead
the following language so that, as amended, the rule shall read:
(1)

Opioid Drugs. Facilities shall develop and implement written policies and procedures for the
prescription of opioid drugs. Any changes to these policies and procedures shall be done in
consultation with the Facility's medical director. These policies and procedures shall include the
following:
(a)

Prescribing.
1.

The proper initial dose, medication type, and dosage form shall be based on the
clinical judgement of the program physician who has examined the patient and who
has considered all available relevant patient-specific information including, but not
limited to, drug screens, initial screenings, medication availability and cost, and in
consultation with the patient.

2.

No standardized routines or schedules of increases or decreases of medication
doses may be established or used .

3.

A patient dose greater than sixteen milligrams (16mg), or its equivalent, per day
shall be considered a high dose.

4.

A patient dose of twenty-four milligrams (24mg), or its equivalent, per day shall be
considered a maximum dose. Doses greater than the maximum dose may only be
used with prior written approval from the State Opioid Treatment Authority.
Documentation of this approval shall be kept in the patient's medical chart or
otherwise be readily retrievable upon request or facility inspection.

5.

A copy of all prescriptions written for a patient at the Facility shall be documented
in the patient's medical chart.

6.

The prescriber shall demonstrate to the patient appropriate techniques for
administering the particular prescribed treatment medication.

(b)

Dispensing. An office based opiate treatment facility without dispensing authorization is
prohibited from dispensing buprenorphine-containing products.

(c)

Protocols for initiating or switching a patient to a high dose of the treatment medication
used at the facility.
1.

The patient's medical chart shall include documentation of rationale that it is
clinically appropriate for the patient to receive a high dose of the treatment
medication.

2.

The prescriber shall have a discussion with the patient and the patient shall provide
written consent acknowledging that the patient will receive a high dose of the
treatment medication and associated risks .
(i)

SS-7039 (October 2018)

The provider shall document that this discussion included an assessment of
the patient's administration technique and that the patient is using the
appropriate technique for the prescribed medication .
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3.

(d)

The prescriber shall not establish or use standardized routines or schedules of
increases or decreases of treatment medication doses for the patient. Decisions
about dosing should be individualized with documentation of reasons for choice of
dosing.

Prescriber-Initiated-and-Led Tapering Discussions
1.

Prescribers shall initiate and lead a discussion with the patient regarding patient
readiness to taper down or taper off treatment medications employed in the
patient's treatment with each patient at any time upon the patient's request but no
later than one (1) year after initiating treatment and then every six (6) months
thereafter.
(i)

Documentation of this discussion shall be placed in the patient's medical
chart.

(2)

CSMD Check. The Facility shall check the CSMD upon every visit of the patient with a program
physician. The patient's medical record shall include documentation of the check of the CSMD
and the date upon which it occurred.

(3)

Benzodiazepine Use. Benzodiazepines should only be prescribed to a patient after careful
evaluation while utilizing caution and good judgement. Benzodiazepines may be prescribed to a
patient on buprenorphine or a buprenorphine and naloxone combination under the following
conditions:
(a)

Benzodiazepines shall not be initiated with a patient with opioid use disorder or the
disease of addiction who has never been prescribed these products or has a history of
misusing or abusing these products. Notwithstanding, in rare circumstances:
1.

Patients who present with a longstanding prescription for benzodiazepines for a
legitimate medical condition from another prescriber may be prescribed
buprenorphine products by a physician with a DATA 2000 waiver. Contact should
be initiated with the prescriber of the benzodiazepine to coordinate care and clear
documentation should be recorded in the patient's medical record .

2.

A program physician at an OBOT may assume management of a patient's
benzodiazepine prescribing from another physician if the patient is willing to initiate
a program of tapering.

3.

If a patient presents at an OBOT with a dual diagnosis of opioid use disorder and a
clear history of benzodiazepine use disorder, the duration and extent of the abuse
should be clearly documented in the medical record. A program physician at an
OBOT may prescribe a long acting benzodiazepine, such as clonazepam or its
equivalent, under the following conditions:
(i).
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A patient may continue on benzodiazepine therapy as medically indicated as
long as there is an ongoing effort to taper the patient to the lowest effective
dose in order to prevent benzodiazepine withdrawal syndrome and clear
documentation of this effort is made in the patient's medical record .
(I)

Prescribing more than two (2) milligrams of clonazepam or its
equivalent daily is considered "high dose therapy".

(II)

Patients receiving high dose therapy should have justification for the
dosing clearly documented in the patient's record.

(Ill)

Patients receiving high dose therapy should be tapered as rapidly as
possible to two (2) milligrams or less of clonazepam or its equivalent
twice daily, and if the taper is unsuccessful, the reason(s) shall be
clearly documented in the patient's medical record.
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(IV)

(4)

PatientsJeceiving high dose therapy for a period of longer than six
(6) weeks shall be managed by a physician who is board certified in
addiction medicine or who is board certified or fellowship trained in
addiction psychiatry, or by a physician with a DATA 2000 waiver who
has obtained a formal consult from a physician who is board certified
in addiction medicine or who is board certified or fellowship trained in
addiction psychiatry. The formal consult shall be clearly documented
in the patient's medical record.

The Facility shall develop guidelines for review of prescriptions from other providers. These shall
include:
(a)

Procedures to ensure that a patient's prescriptions from outside physicians will be
reported to the medical staff and reviewed by the program physician at admission and
annually thereafter;

(b)

Procedures describing the Facility's response when information about prescriptions from
outside physicians is not reported to ensure compliance with this rule; and,

(c)

Documentation of the Facility's efforts to obtain information about prescriptions from
outside physicians in the patient's record, if a Facility is unable to acquire information
about a patient's prescriptions.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-35-.20 Personnel and Staffing Requirements is amended by deleting the rule in its entirety and
substituting instead the following language so that, as amended, the rule shall read:
(1)

A personnel record for each staff member of a Facility shall include an application for employment
and/or resume and a record of any disciplinary action taken . A licensee shall maintain written
records for each employee.

(2)

Staffing.
(a)

Facility Director. The governing body of each Facility shall designate in writing a facility
director who is responsible for the operation of the Facility and overall compliance with
federal, state and local laws and regulations regarding the operation of non-residential
office-based opiate treatment programs, and for all employees at the Facility. However,
non-physician facility directors shall not supervise medical staff. Facilities shall notify the
TDMHSAS Office of Licensure in writing within ten (10) calendar days whenever there is
a change in facility director.

(b)

Medical Director. The governing body of each Facility shall designate in writing a medical
director to be responsible for the supervision of all medical staff at the Facility and the
administration of all medical services at the Facility, including compliance with all federal,
state, and local laws and regulations regarding the medical treatment of opioid use
disorder. The medical director shall be physically present at the Facility the equivalent of
twenty-five (25) percent of the time the Facility is open to the public each week. On a
monthly basis, the medical director shall review ten (10) percent of the medical charts for
patients currently admitted at the Facility and document each chart review. No physician
may serve as medical director of more than three (3) Facilities without the prior written
approval of the TDMHSAS Office of Licensure.

(c)

Program Physician . Facilities are required to provide sufficient physician services to
provide the medical treatment and oversight necessary to serve patient need. A Program
Physician may be the same individual as the Medical Director, should the Facility so
choose and all qualification requirements for a medical director are still met.
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(3)

(4)

(d)

Physician Assistants and Advanced Practice Nurses. Licensed physician assistants and
advanced practice nurses with a certificate of fitness with privileges to write and sign
prescriptions and/or issue legend drugs may perform any functions under Federal and
Tennessee law or regulations.

(e)

Case management/care coordination. Each Facility shall provide case management/care
coordination services by a qualified provider.

Staff Qualifications .
(a)

Staff Training. Prior to working with patients, all staff providing treatment or services shall
be oriented in accordance with all applicable administrative rules, reporting requirements,
and their individual position responsibilities . All staff shall receive ongoing training and
development activities. Record of all staff training activities shall be noted in their
personnel record.

(b)

Medical Director. A medical director shall be licensed to practice medicine or osteopathy
in Tennessee, shall maintain an unrestricted license to practice medicine or osteopathy,
hold an active DATA 2000 waiver from the DEA, be designated by the OBOT's governing
body, and shall have the following experience and/or credentials:
1.

Certification in addiction psychiatry by the American Board of Psychiatry and
Neurology or exam eligible in addiction psychiatry; and two (2) years of
documented experience in the treatment of persons who are addicted to alcohol or
other drugs; or

2.

Certification as an addiction medicine specialist by the American Board of
Addiction Medicine (ABAM) or the American Board of Preventive Medicine (ABPM)
or exam eligible for certification as an addiction medicine specialist and two (2)
years of documented experience in the treatment of persons who are addicted to
alcohol or other drugs; or

3.

Meet the Tennessee Department of Health definition of addiction specialist as
outlined in Rule 0880-02-.14; or

4.

For an OBOT that is accredited by a national accrediting healthcare organization
listed in Rule 0940-05-02-.12(1 )(a) or (b) in a behavioral health or opioid treatment
service category, or equivalent, the medical director shall be exempted from the
requirements of (1) - (3) above.

(c)

Program Physician. A program physician shall be licensed to practice medicine or
osteopathy in Tennessee, shall maintain an unrestricted license to practice medicine or
osteopathy, and hold an active DATA 2000 waiver from the DEA.

(d)

Facility Directors. All Facility directors shall have at least one (1) year of supervisory or
administrative experience in the field of opioid use disorder treatment.

(e)

Qualified Provider. A qualified provider shall be duly licensed, certified or registered as
required by the State of Tennessee for the profession and shall only perform those duties
that are within the scope of their applicable professional practice acts and Tennessee
license.

Employee Drug Screening. Facilities shall implement pre-employment and ongoing random drug
screening, at least once per calendar year, of all Facility employees whose job descriptions
include direct patient interaction for OBOT services.

Authority: T.C.A. §§ 4-3-1601, 4-4- 103, 33-1-302, 33-1-305, 33-1-309, 33-2-301 , 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
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Chapter 0940-05-36
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0940-05-36-.01 Purpose.
The rules in this chapter implement the law relative to licensure and regulation of "Nonresidential office-based
opiate treatment facility with dispensing authorization" or "OBOT Plus" pursuant to Chapter 978 of the Public Acts
of 2018.
Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, 53-11-311, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.02 Definitions.
(1)

Definitions of general terms used in these rules can be found in Rule 0940-05-01.

(2)

Definitions specific to this chapter are as follows:
(a)

"Nonresidential office-based opiate treatment facility with dispensing authorization" or
"Facility" or "OBOT Plus" is a service entity that includes, but is not limited to, stand-alone
clinics, treatment resources, individual physical locations occupied as the professional
practice of a prescriber or prescribers licensed pursuant to Title 63, or other entities
prescribing and dispensing products containing buprenorphine, or products containing
any other controlled substance designed to treat opioid use disorder by preventing
symptoms of withdrawal to twenty-five percent (25%) or more of its patients or to one
hundred fifty (150) or more patients. An association by contract, fee for service, business
arrangement, or two or more unaffiliated authorized providers with a DAT A 2000 waiver
operating at the same physical location and who dispense products containing
buprenorphine shall be considered an OBOT Plus. An OBOT Plus does not include any
facility that meets the definition of a nonresidential substitution-based treatment center for
opiate addiction .

(b)

"Authorized provider" means a healthcare provider authorized by the state or federal
government who has authority to issue and dispense prescriptions for buprenorphine.

(c)

"Authorized caregiver" means any person who is given written authorization by the
patient to act on the patient's behalf.

{d)

"Buprenorphine" means a semi-synthetic opioid partial agonist that activates the opioid
receptors but not to the same degree as full agonists such as morphine and heroin, as
well as any FDA-approved pharmaceutical product that contains buprenorphine.
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(e)

"Care Team" means the group of healthcare professionals, social workers, and
counselors who help manage the patient's detoxification and maintenance of abstinence
from the patient's drug of choice.

(f)

"Central Registry" means an electronic system approved by the Department to register
patients currently receiving treatment at an Opiate Treatment Program ("OTP") or OBOT
Plus.

(g)

"Controlled substance(s)" means a drug, substance, or immediate precursor in Schedules
I through VI as defined or listed in the Tennessee Drug Control Act, compiled in T.C.A.,
Title 39, Chapter 17, part 4.

(h)

"DATA 2000 waiver" means the registered authority given to a qualified health care
professional by the U.S. Drug Enforcement Administration to prescribe FDA-approved
narcotic medication for opioid detoxification or maintenance treatment pursuant to 21
U.S.C. §823(g).

(i)

"DEA" means the United States Drug Enforcement Agency.

U)

"Dispense" means preparing, packaging, compounding or labeling for delivery and actual
delivery of a prescription drug, nonprescription drug or device in the course of
professional practice to a patient or the patient's agent, to include a licensed health care
practitioner or a health care facility providing services or treatment to the patient or
patients, by or pursuant to the lawful order of a prescriber. This definition does not
include administration, or supervised self-administration, as otherwise permitted by law.

(k)

"Dispenser" means an authorized provider who dispenses buprenorphine to an ultimate
user.

(I)

"Dispensing area" refers to the actual physical location where dispensing occurs. It does
not include any waiting or common areas.

(m)

"Drug" means a substance recognized by the official United States pharmacopeia or
formulary intended for use in the diagnosis, cure, mitigation, treatment, or prevention of
disease or, a substance intended to alter the structure or function of the human body.

(n)

"Facility director" means the person designated by the Facility's governing body who is
responsible for the operation of the Facility, for the Facility's overall compliance with
federal, state and local laws and regulations regarding the operation of a non-residential
office-based opiate treatment facility with dispensing authorization, and for all Facility
employees including practitioners, agents, or other persons providing services at the
Facility. Non-physician facility directors shall not supervise medical staff.

(o)

"FDA" means the United States Food and Drug Administration.

(p)

"Licensee" means a proprietorship, partnership, association, governmental agency, or
corporation, that operates a facility or a service and has obtained a license under this
part.

(q)

"Medication order" or "prescription order" means a prescription order for any prescription
drug or device or related material issued by an authorized prescriber to authorized
healthcare personnel in a practice site or facility.

(r)

"Office of Licensure" means the Tennessee Department of Mental Health and Substance
Abuse Services Office of Licensure.

(s)

"Opiate" or "opioid" means a drug that contains opium, derivatives of opium, or any of
several semi-synthetic or synthetic drugs with agonist activity at the opioid receptor(s).
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(t)

"Patient" or "service recipient" means an individual receiving treatment for opiate use
disorder at an OBOT Plus.

(u)

"Patient counseling" means communication, by an authorized provider, of information to
the patient or authorized caregiver in order to improve therapeutic outcomes and ensure
optimal care.

(v)

"Consultant Pharmacist" means a pharmacist with an active license in good standing
from the Tennessee Board of Pharmacy that is employed or contracted by the OBOT
Plus.

(w)

"Physical location" means real property on which is located a physical structure, whether
or not that structure is attached to real property, containing one (1) or more units and
includes an individual apartment, office, condominium, cooperative unit, mobile or
manufactured home, or trailer, if used as a site for prescribing and/or dispensing products
containing buprenorphine, or products containing any other controlled substance
designed to treat opiate use disorder by preventing symptoms of withdrawal.

(x)

"Professional samples" means small quantities (less than a typical 30, 60, or 90-day
supply) of medication provided to prescribers or authorized healthcare personnel to be
administered to patients.

(y)

"State Opioid Treatment Authority" or "SOTA" means any individual person designated by
the commissioner to exercise the responsibility and authority for governing the treatment
· of opioid addiction in accordance with all applicable state and federal regulations, and
serves as a liaison with the appropriate federal agencies.

(z)

"TDMHSAS" or "Department" means the Tennessee Department of Mental Health and ·
Substance Abuse Services.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1 -305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.03 Application of the Rules.
(1)

(2)

The licensee of an OBOT Plus shall comply with the following rules:
(a)

Chapter 0940-05-02 Licensure Administration and Procedures;

(b)

Applicable Minimum Program Requirements for All Services and Facilities found in
Chapter 0940-05-06;

(c)

Chapter 0940-05-35 Minimum Program Requirements for Nonresidential Office-Based
Opiate Treatment Facilities; and

(d)

Chapter 0940-05-36 Minimum Program Requirements for Nonresidential Office-Based
Opiate Treatment Facilities with Dispensing Authorization ("OBOT Plus").

If any provision of these rules, or the application thereof, to any person or circumstance is held
invalid, such invalidity shall not affect other provisions or applications of these rules which can be
given effect without the invalid provision or application, and to that end the provisions of these
rules are declared severable.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1 -302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-. 04 Licensing Criteria.
(1)

Eligibility
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(2)

(a)

In order to be authorized to dispense buprenorphine containing products, the interested
entity must be a current Full licensed Office-Based Opiate Treatment Facility in good
standing with the Department that has been in licensed operation for at least one (1)
calendar year.

(b)

The Facility seeking dispensing authorization shall comply with Rule 0940-05-35-.04.

Procedures
(a)

The current Full licensed Office-Based Opiate Treatment Facility shall make request for
dispensing authorization in written form and shall pay a $50 fee - as established in Rule
0940-05-02-.23 - via invoice provided by the Office of Licensure.

(b)

The Facility seeking dispensing authorization shall be subject to an on-site inspection to
ensure compliance with Rule 0940-05-36-.05 Medication Storage.

(c)

Each Facility seeking a license must submit to the Office of Licensure proof that every
authorized provider at the facility has submitted to their respective professional licensing
board notice of his or her intent to dispense buprenorphine products.

(d)

Each Facility seeking a license must submit to the Office of Licensure proof that the
Facility is participating in the Central Registry.

(3)

Prior to renewal of the license, the OBOT Plus shall be required to develop written policies and
procedures that are specific to the dispensing of buprenorphine products, and substantially
comply with the provisions of this Rule, as well as with Administrative Chapters 0940-05-06 and
0940-05-35.

(4)

With or without notice, the Department, or its representatives, shall have the right to enter upon or
into the premises of an OBOT Plus in order to make inspections and/or investigations deemed
necessary to determine compliance with applicable law. The OBOT Plus shall comply with all
reasonable requests of the Department and allow it to obtain information from third parties if
necessary.

(5)

The Department shall be given the authority to enter upon the premises of an unlicensed facility
dispensing buprenorphine products to better determine that unlicensed facility's need for
TDMHSAS oversight. The Department shall attempt to conduct inspections and investigations in
the least intrusive manner needed in order to obtain necessary information. The facility shall be
required to provide reasonable amounts of information to the Department for this determination.
(a)

(6)

"Reasonable amounts of information," in this context, may be considered aggregate, nonpatient identifying information to include, but not be limited to:
1.

Patient de-identified identifiers;

2.

Lists of medications prescribed to that de-identified patient;

3.

Lists of medications dispensed to that de-identified patient;

4.

The total number of medications dispensed at the physical location in question; and

5.

The total number of patients seen at the physical location in question.

No provider shall dispense buprenorphine to a patient until an OBOT Plus license has been
issued by the Office of Licensure.
SS-7039 (October 2018)
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Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.05 Medication Storage.
(1)

Buprenorphine products shall be stored in a secure storage area in compliance with 21 CFR Part
1301 .72.

(2)

All prescription drugs and controlled substances, and related materials, shall be stored in an area
not accessible to the public.

(3)

The patient waiting area shall be physically separated from the buprenorphine storage and
dispensing area.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.06 Recordkeeping.
( 1)

Each OBOT Plus shall maintain records with the following information for each buprenorphine
product dispensed:
(a)

Name of product;

(b)

Medication strength;

(c)

Dosage form;

(d)

Date dispensed;

(e)

Adequate identification of patient;

(f)

Amount dispensed; and

(g)

Dispenser's initials or other identifier.

(2)

OBOT Plus facilities must maintain documentation of participation in the Central Registry,
pursuant to Rule 0940-05-36-.11, in order to prevent dual enrollment, diversion and to ensure
patient safety.

(3)

OBOT Plus facilities must report all medications dispensed to the controlled substances
monitoring database, as defined in Rule 0940-05-35-.02(2)(d), to the extent permitted by 42
C.F.R. Part 2.

(4)

A patient record system shall be maintained by all OBOT Plus facilities for patients for whom
prescription or medical orders are dispensed. The patient record system shall provide for the
immediate retrieval of information necessary to identify previously dispensed prescription or
medical orders at the time a prescription or medical order is presented.
(a)

In the event of a patient record system shut down, dispensing records must be
maintained manually and entered into the patient records system as soon as the issue
causing the shutdown is resolved .

(5)

A record of compliance with Rule 0940-05-36-.09 shall be signed by the Facility Director and
maintained at the OBOT Plus facility with other controlled substance records for at least two (2)
years.

(6)

Authorized providers shall notify their appropriate licensing board of their intent to dispense
buprenorphine at an OBOT Plus facility. OBOT Plus facilities shall be required to maintain
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records indicating this notification for each authorized provider it employs for as long as he/she is
employed and at least one (1) year thereafter.
(7)

The required recordkeeping of this section will be maintained in a dispensing log at the physical
location of the OBOT Plus facility.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.07 Reporting.
(1)

OBOT Plus facilities must adhere to all reporting requirements of Rule 0940-05-02-.20.

(2)

The Facility Director shall immediately report to the Department and appropriate licensing
board(s) any robbery, embezzlement, theft, burglary, fire, or disaster resulting in a loss of
prescription drugs, controlled substances, medical devices or related materials. The report shall
include a list, including amounts, of such prescription drugs, controlled substances, medical
devices, or related materials lost or damaged and, shall include all other requirements under Rule
1140-03-09;

(3)

Controlled substance bulk inventory lost through breakage, damage, or spillage, other than an
individual patient dose, should be considered an accountable loss. Disposal of such controlled
substances must be performed in accordance with DEA requirements and must be reported on
DEA Form 106 Registrants Inventory of Drugs Surrendered in accordance with 21 C.F.R.
1301.76.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.08 Labeling and Packaging of Buprenorphine Products.
(1)

(2)

The authorized provider shall affix to the buprenorphine package a label showing at least the
following information:
(a)

Name, address and telephone number of the OBOT Plus;

(b)

Prescription or medication order serial number;

(c)

Date of initial dispensing and/or refill date;

(d)

Name of the patient;

(e)

Name of the prescriber;

(f)

Name of the practitioner dispensing the medication;

(g)

Directions for use and cautionary statements, if any;

(h)

Name and expiration date of the product, if applicable;

(i)

The following contrnlled substance warning: "CAUTION: Federal law prohibits the
transfer of this drug to any person other than the patient for who it was prescribed."; and

U)

Any other appropriate advisory labels.

OBOT Plus facilities must ensure that buprenorphine products are packaged in a manner that is
designed to reduce the risk of accidental ingestion, including the use of child-proof containers.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1 -302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
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0940-05-36-.09 Inventory.
(1)

Each OBOT Plus shall be required to procure all buprenorphine containing products from a
wholesaler/distributor licensed by the Tennessee Board of Pharmacy pursuant to Rule 1140-09.

(2)

Each OBOT Plus shall maintain an inventory of buprenorphine products. Each inventory shall
contain a complete and accurate record of all controlled substances on hand on the date the
inventory is taken, and shall be maintained in written, typewritten, or printed form at the physical
location .

(3)

(a)

Each licensee shall be required to take an initial inventory of all buprenorphine products,
in accordance with Rule 0940-05-36-.09(3), prior to dispensing any of these products to
patients.

(b)

After the initial inventory is taken, the OBOT Plus facility shall be required to maintain a
perpetual inventory of buprenorphine products.

Each person authorized to dispense buprenorphine products shall include the following
information in the inventory documentation pursuant to 21 CFR Part 1304.11 (1 )(e)(iii) and (iv):
(a)

The name and address of the OBOT Plus facility;

(b)

The following information for each buprenorphine product in finished form:
1.

The name of the substance;

2.

Each finished form of the substance (e.g., 8/2 mg films);

3.

The number of commercial containers of each finished form (e.g. four 30-film
boxes); and

4.

The exact quantity of the finished form on hand.

(c)

The date of inventory; and

(d)

The time the inventory was taken .

(4)

The Facility Director or a designated clinical staff member shall immediately return or destroy all
outdated, defective, or deteriorated prescription drugs and devices and related materials; except
that the destruction of controlled substances listed in any schedule shall be witnessed by a
second healthcare professional and documented.

(5)

For each damaged or defective controlled substance awaiting disposal, the inventories shall
include:

(6)

(a)

The name of the substance;

(b)

The total quantity of the substance to the nearest metric unit weight or the total number of
units of finished form; and

(c)

The reason for the substance being maintained by the OBOT Plus facility.

If an OBOT Plus destroys buprenorphine products they must be destroyed onsite or via a reverse
distributor.
(a)

For each buprenorphine product destroyed onsite, the facility shall keep a record of the
following:

1.
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(7)

2.

The strength of the substance;

3.

The dosage form of the substance;

4.

The total quantity destroyed;

5.

Method of destruction;

6.

Date and time of the destruction;

7.

The signature of the person destroying the substance; and

8.

The signature of at least one person, other than the person destroying the
substance, who witnessed the destruction of the substance.

Each OBOT Plus shall maintain documentation of a current employment or contractual
relationship with a consultant pharmacist.
(a)

If an OBOT Plus dispenses buprenorphine to less than 100 unique patients a month, the
pharmacist-in-charge shall perform a quarterly inventory review of the OBOT Pius's
invoices, perpetual inventory, and documentation of dispensed medications.

(b)

If an OBOT Plus dispenses buprenorphine to 100 or more unique patients a month, the
pharmacist-in-charge shall perform a monthly review of the OBOT Pius's invoices,
perpetual inventory, and documentation of dispensed medications and review the
inventory for discrepancies.
1.

If a discrepancy is found, an OBOT Plus shall report the discrepancy to the
Department immediately upon discovery. The OBOT Plus shall also report to the
DEA any discrepancies as appropriate.

2.

Within 14 calendar days of discovery of a discrepancy, the OBOT Plus shall submit
to the Department a root cause analysis examining the cause of the discrepancy
and a plan to prevent such discrepancies in the future.

3.

Part of the plan may include an increase in inventory review by the pharmacist-incharge.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1 -305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.10 Prerequisites to Issuing Prescriptions or Dispensing Medications.
(1)

Prior to writing a prescription or medication order, an OBOT Plus provider shall comply with Rule
0940-05-35 and Rule 0880-02-.14(2).

(2)

Buprenorphine dispensed by an OBOT Plus may only be filled and labeled by:
(a)

An authorized provider; or

(b)

By a designated agent of the authorized provider, if:
1.

The filling and labeling is done in the physical presence of the authorized provider
at the OBOT plus;

2.

The authorized provider acts as the final check in the dispensing process, and is
responsible for the dispensing process in its entirety; and
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3.

The authorized provIaer documents that he or she has compieted a final
verification of the dispensing.

(3)

Authorized providers may dispense an initial prescription only after checking the CSMD and
central registry.

(4)

Authorized providers must check the CSMD for every prescription dispensed.

(5)

When a patient is first seen at a Facility and the patient has previously been dispensed
buprenorphine, the authorized provider shall make a reasonable effort to contact the patient's
previous dispenser and obtain dosing information.

(6)

Authorized providers dispensing buprenorphine pursuant to Rule 0940-05-36-.10(2) above, must
comply with medication counseling requirements pursuant to Rule 1140-03-.01 and Rule 094005-35.
(a)

Upon the initial receipt of a prescription or medication order and following a review of the
patient's record, the authorized provider shall personally counsel the patient or authorized
caregiver "face-to-face" if the patient or authorized caregiver is present. If the patient or
authorized caregiver is not present, an authorized provider shall make a reasonable effort
to counsel through alternative means.

(b)

The authorized provider must document the counseling or document the reasonable
efforts taken to provide counseling. If the patient or authorized caregiver refuses
counseling, the authorized provider must document this refusal.

(c)

Patient counseling shall cover matters as defined in Rule 1140-03-.01, which in the
exercise of the authorized provider's professional judgement, the authorized provider
deems significant. This shall include, but is not limited to, the following:

(d)

(6)

1.

The name and description of the medication;

2.

The dosage form, dose, route of administration, and duration of drug therapy;

3.

Special directions and precautions for preparation, administration, and use by the
patient;

4.

Common side effects or adverse effects or interactions and therapeutic
contraindications that may be encountered, including their avoidance, and the
action required if they occur;

5.

Techniques for self-monitoring drug therapy;

6.

Proper storage; and

7.

Action to be taken in the event of a missed dose.

Upon a subsequent dispensing of a buprenorphine product, the authorized provider, or a
person designated by the authorized provider, shall offer for the authorized provider to
personally counsel the patient or caregiver about the medication.

An OBOT Plus shall not require that a patient's buprenorphine be dispensed from that OBOT
Plus. An OBOT Plus shall provide patients with a list of alternative locations where buprenorphine
is dispensed should the patient choose to fill his or her prescription at another location.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1 -309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.11 Central Registry.
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(1)

All OBOT Plus facilities shall participate in the Central Registry.

(2)

Patients shall be informed of the Facility's participation in the Central Registry. Prior to initiating a
central registry inquiry, the Facility shall obtain the service recipient's written consent.

(3)

To prevent simultaneous enrollment of a service recipient in more than one OBOT Plus, the
Facility shall initiate a clearance inquiry by submitting to the Central Registry the name, date of
birth, or any other relevant information required for the clearance procedure or as required by the
SOTA prior to dispensing buprenorphine products. No person who is reported by the Central
Registry to be enrolled at another such Facility shall be admitted to an OBOT Plus, or in the event
a multiple enrollment is found, the patient shall not continue to be dispensed buprenorphine until
the patient enrollment status is active solely at a single OBOT Plus where the patient is currently
receiving buprenorphine products.

(4)

Reports received by the Central Registry shall be treated as confidential and shall not be
released except to a licensed OBOT Plus facility, or its designated legal representative, or as
approved by the SOTA, or as required by law. Information made available by the Central Registry
to Facilities or their designated legal representatives or as approved by the SOTA shall also be
treated as confidential.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
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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)

I certify that this is an accurate and complete copy of rulemaking hearing rules, lawfu lly promulgated and adopted
and is in
by the Tennessee Department of Mental Health and Substance' Abuse Services on 3
compliance with the provisions of T.C.A. § 4-5-222.

J:3:f 2.0lq

I further certify the following :

08/27/18

Notice of Rulemaking Hearing filed with the Department of State on:

10/30118

Rulemaking Hearing(s) Conducted on: (add more dates) .

Title of Officer:

Comm issioner

Subscribed and sworn to before me on:
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2 tJ I 9

Notary Public Signature:
My commiss ion expires on:
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Agency/Board/Commission:
Ru le Chapter Number(s):
All ru lemaking hearing rules provided for herein have been examined by the Attorney Genera l 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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Department of State Use On ly
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Public Hearing Comments
One copy of a document that satisfies T.C.A. § 4-5-222 must accompany the filing.
See attached .
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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, all agencies shall
conduct a review of whether a proposed rule or rule affects small business.
The agency shall consider, but not be limited to, each of the following methods of reducing the impact of the
proposed rule on small businesses while remaining consistent with health, safety, and well-being:
(1) The extent to which the rule may overlap, duplicate, or conflict with other federal, state, and local
governmental rules.
These rules have been written to conform to state and federal rules and to incorporate best practices for
the treatment of individuals at a nonresidential office-based opiate treatment facility (OBOT) and officebased opiate treatment facilities with dispensing authorization (OBOT Plus).
(2) Clarity, conciseness, and lacl< of ambiguity in the rule.
These rules exhibit clarity, conciseness, and lack of ambiguity. As is indicated in the comments section,
TDMHSAS made changes suggested by stakeholders participating in the rulemaking process to improve
rule clarity, conciseness and address ambiguity.
(3) The establishment of flexible compliance and reporting requirements for small businesses.
These rules do not establish flexible compliance or flexible reporting requirements for small businesses
because the main goal of TDMHSAS's licensure function is to safeguard the health, safety, and wellbeing of all individuals served by a TDMHSAS licensed provider. However, these rules were written
utilizing input from small businesses, including a committee of experts that included several practicing
addiction medicine physicians (T.C.A. § 4-5-205(c)), and in a way so as not to be overly burdensome to
licensed providers.
(4) The establishment of friendly schedules or deadlines for compliance and reporting requirements for small
businesses.
These rules do not establish friendly schedules or deadlines for compliance and reporting requirements
for small businesses because the main goal of TDMHSAS's licensure function is to safeguard the health,
safety and well-being of all individuals served by a TDMHSAS licensed provider. However, these rules
were written utilizing input from small businesses, including a committee of experts that included several
practicing addiction medicine physicians (T.C.A. § 4-5-205(c)) and in a way so as to acknowledge the
everyday business obligations of all licensed providers and provide for a common sense approach to
compliance and reporting.
(5) The consolidation or simplification of compliance or reporting requirements for small businesses.
These rules are written to be clear, simple, and easy for all TDMHSAS licensed providers, including small
businesses, to read and understand their obligations under the rules.
(6) The establishment of performance standards for small businesses as opposed to design or operational
standards required in the proposed rule.
These rules are designed to address the operational standards necessary to safeguard the health, safety,
and well-being of all individuals who receive services at an OBOT or OBOT Plus.
(7) The unnecessary creation of entry barriers or other effects that stifle entrepreneurial activity, curb innovation,
or increase costs.
The Department worked with various stakeholders, including a committee of experts that included several
practicing addiction medicine physicians (T.C.A. § 4-5-205(c)), some of which were small business
owners, to ensure that these rules do not unnecessarily create entry barriers or other effects that stifle
entrepreneurial activity or curb innovation.
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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://publications.tnsosfiles.com/acts/106/pub/pc1070 .pdf) of the 201 O Session of the General Assembly)
These rules will not have an impact on local governments.
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Additional Information Required by Joint Government Operations Committee
All agencies, upon filing a rule, must also submit the following pursuant to T.C.A. § 4-5-226(i)(1).
(A) A brief summary of the rule and a description of all relevant changes in previous regulations effectuated by
such rule;

In light of the opioid epidemic confronting Tennessee and the need for high quality, safe, and effective treatment
options, the Department, as authorized by Public Chapter 978 of the Public Chapter Acts of 2018 (PC 978), is
promulgating these rules to establish:
(1) Standards for determining what constitutes a high dose of the opioid employed in treatment at an
OBOT;
(2) Protocols for initiating or switching a patient at an OBOT to a high dose of the opioids employed in
treatment; and
(3) Protocols for initiating periodic prescriber-initiated-and-led discussions with patients regarding patient
readiness to taper down or taper off the opioids employed in treatment.
These requirements, (1) - (3) above, are new rule requirements, and are in addition to the other Minimum
Program Requirements for OBOTs found in Rule Chapter 0940-05-35. These new rule requirements establish
that a dosage of greater than 16mg per day shall be considered a high dose of the treatment medication .
Furthermore, these requirements establish that when initiating or switching a patient to a high dose of the
treatment medication, the prescriber must discuss the high dose treatment with the patient and document the
rationale for why it is clinically appropriate. Additionally, these requirements establish that prescribers shall
initiate and lead a discussion with the patient regarding readiness to taper down or off treatment medications
with each patient at any time the patient requests, but no later than one year after initiating treatment and then
every six months thereafter.
Secondly, the Department revised the fee schedule and inspection fee requirements found in Rule 0940-05-02
to make them consistent with the fee requirements found in PC 978, now codified at T.C.A. § 33-2-406(h).
Thirdly, these rules make a number of revisions to the minimum program requirements for OBOTs found in Rule
Chapter 0940-05-35, which initially became effective in January 2017. These revisions include a revision of the
definition of an OBOT to make it consistent with the definition of an OBOT found in PC 978, revisions for various
requirements of service according to phases of treatment, revisions to the required medical director
qualifications, and several additional technical revisions .
Finally, these rules establish a new licensure category and minimum program requirements for OBOT Pluses,
as required by PC 978. These rules, found in Rule Chapter 0940-05-36, include a requirement that a provider
who dispenses buprenorphine products at an OBOT Plus must report the fact that the provider dispenses
buprenorphine products to the provider's licensing board, check the controlled substance database prior to
dispensing, and enter the amounts dispensed into the controlled substance database, to the extent permitted by
42 CFR part 2. These rules only allow buprenorphine dispensing at an OBOT that has been fully licensed and
in good standing for at least one year and has obtained an OBOT Plus license from TDMHSAS. An OBOT Plus
facility must meet all the rule requirements of an OBOT as well as new requirements related to medication
storage, recordkeeping, reporting, inventory, employing a consultant pharmacist, reporting certain patient
information to the Central Registry approved by the Department, etc., before dispensing buprenorphine
containing products.
The Department consulted with physicians, alcohol and substance abuse counselors, and other experts and
relied on well-established practice guidance such as SAMHSA's Treatment Intervention Protocol (TIP) 63 in the
development of these rules.
(B) A citation to and brief description of any federal law or regulation or any state law or regulation mandating
promulgation of such rule or establishing guidelines relevant thereto;
There are no federal laws or regulations mandating promulgation of these rules. However, Public Chapter 978
of the Public Acts of 2018 requires the Commissioner of Mental Health and Substance Abuse Services to, revise
existing OBOT licensure rules to establish:
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(1) Standards for determining what constitutes a high dose of the opioid employed in treatment at an
OBOT;
(2) Protocols for initiating or switching a patient at an OBOT to a high dose of the opioids employed in
treatment; and
(3) Protocols for initiating periodic prescriber-initiated-and-led discussions with patients regarding patient
readiness to taper down or taper off the opioids employed in treatment.
The Department filed emergency rules effective January 1, 2019 to meet the requirements above. Subsections
(1 )(a)(3), (1 )(c), and (1 )(d) of 0940-05-35-.13 contained within this permanent rule filing will replace those
emergency rules.
Additionally, PC 978 required the Department to promulgate rules to establish requ irements for approval of
dispensing of buprenorphine products at an OBOT Plus
(C) Identification of persons, organizations, corporations or governmental entities most directly affected by this
rule, and whether those persons, organizations, corporations or governmental entities urge adoption or
rejection of this rule;
The entities that will be most directly impacted by these rules are service entities that include, but are not limited
to, stand-alone clinics, treatment resources, individual physical locations occupied as the professional practice
of a prescriber or prescribers licensed pursuant to Title 63, or other entities prescribing products containing
buprenorphine, or products containing any other controlled substance designed to treat opioid use disorder by
preventing symptoms of withdrawal to twenty-five percent (25%) or more of its patients or to one hundred fifty
(150) or more patients. A rulemaking hearing for these rules was held on October 30, 2018. The Department
received several comments at that rulemaking hearing, which the Department considered and relied upon in
drafting these final rules. All in all, the Department did not receive any comments urging rejection of this rule.
Identification of any opinions of the attorney general and reporter or any judicial ruling that directly relates to
the rule or the necessity to promulgate the rule;

(D)

None.
(E)

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

I It is estimated that these rules will have a minimal fiscal impact on state and local governments.
(F)

Identification of the appropriate agency representative or representatives, possessing substantial knowledge
and understanding of the rule;

Zack Blair
TDMHSAS
Director, Office of Legislation and Rules
Dr. Wesley Geminn
TDMHSAS
Chief Pharmacist and State Opioid Treatment Authority
Alex King
TDMHSAS
Director, Office of Licensure

(G) Identification of the appropriate agency representative or representatives who will explain the rule at a
scheduled meeting of the committees;
I Zack Blair
TDMHSAS
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Director, Office of Legislation and Rules
Dr. \/Vesley Geminn
TDMHSAS
Chief Pharmacist and State Opioid Treatment Authority
(H) Office address, telephone number, and email address of the agency representative or representatives who
will explain the rule at a scheduled meeting of the committees; and
Zack Blair
TDMHSAS
th
Director, Office of Legislation and Rules 500 Deaderick Street, 5 Floor
Nashville, TN 37243
(615) 532-0977
Zack.Blair@tn.gov
Dr. Wesley Geminn
TDMHSAS
Chief Pharmacist and State Opioid Treatment Authority
th
500 Deaderick Street, 6 Floor
Nashville, TN 37243
(615) 532-6736
Wesley.Geminn@tn.gov

(I)

Any additional information relevant to the rule proposed for continuation that the committee requests .

None.
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TDMHSAS Responses to Comments about
Rules Chapter 0940-05-02
Licensure Administration and Procedures
Rules Chapter 0940-05-35
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment Facilities
Rules Chapter 0940-05-36
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment Facilities with
Dispensing Authorization
made prior to, during, or after the Rulemaking Hearing held on October 30, 2018
*The Department has attempted to present the following comments in a form that is both easy to read and
accurate to the intent of the commenter. In rare cases, the Department made technical edits to increase
the readability of a comment. Please forgive any typographical errors in both the comments and
responses.
**A ll citations referenced by the stakeholders in this section refer to the version of the rule as it appeared
in the Notice of Rulemaking Hearing document filed by TDMHSAS with the Secretary of State on August

27, 2018.
GENERAL COMMENTS

MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEALTH SOLUTIONS:
Possible additions to the rules.
1. Emphasis placed that all facilities comply with relevant OSHA and HI PAA requirements.
2. If a patient leaves one OBOT for another, the discharge and/or transfer plan from the prior facility
should be in the chart. The facility should be required to release within 10 days of admission to
new facility .
3. Minimum amount of time in clinic for MD. Such as for every 25 patients an MD carries should
require 8 hours in the clinic each week.
4. All providers should maintain a TennCare ID.
5. Employees OR MD from each OBOT should maintain a board or committee seat at a social
service non-profit.
6. Patient cap of 25 visits per day per MD. Office visit should be defined as ... with a qualified
provider lasting no less than 15 minutes.
7. 24/7 call/answering service coverage.
8. 40 "open" office hours per week.
TDMHSAS Response: In response to (1) above, the Tennessee Department of Mental
Health and Substance Abuse Services {"TDMHSAS" or "Department") believes that the
requirements of Rule 0940-05-06-.01{1) Minimum Program Requirements for All Services and
Facilities are sufficient to inform nonresidential office-based opiate treatment facilities
("OBOTs")and nonresidential office-based opiate treatment facilities with dispensing
authorization {"OBOT Plus") that they must comply with all applicable federal, state and local
laws, rules, and regulations.
In response to (2) above, the Department believes that this concern is appropriately
addressed in Rule 0940-05-35-.08{1 ).
In response to (4) above, while TennCare is currently in the process of enhancing its
medication assisted treatment {MAT) network, requiring OBOTs to maintain a TennCare ID might
result in limiting access to MAT services.

1

In response to (5) above, the Department believes that such a requirement would be
outside the scope of these rule requirements, and could be overly burdensome. In response, in
general, to the comments above, the Department wants to stress that these are minimum program
standards for OBOTs and OBOTs Pluses. Although there are several suggestions above that may
be good practice (see (3), (5), (6) 1 (7), and (8) in Mr. Manning's comment) , the purpose of these
rules is to establish minimum program requirements and the Department intends to give facilities
the flexibility to establish their own best practices in order to provide quality care to their patients.
For these reasons, the Department does not adopt the changes suggested by this
comment.

MARY LINDEN SALTER, LCSW, EXECUTIVE DIRECTOR, TENNESSEE ASSOCIATION OF
ALCOHOL, DRUG & OTHER ADDICTION SERVICES ("TAADAS"): On behalf of the Tennessee
Association of Alcohol, Drug and other Addiction Services (TAADAS) , I am pleased to submit comments
concerning the proposed amendments to TDMHSAS's current rules for Nonresidential Office-Based
Opiate Treatment Facilities (OBOT) and the proposed establishment of TDMHSAS licensure rules re:
Nonresidential Office-Based Opiate Treatment Facilities with Dispensing Authorization (OBOT Plus) .
TAADAS is a statewide association of alcohol and drug abuse, recovery and prevention professionals
and organizations across Tennessee. We represent over 69 agencies statewide and over 39 individual
member professionals. I attended the rulemaking hearing on October 30 although TAADAS did not
provide any public comments at that time.

The second issue [TDMHSAS has grouped Ms. Linden 's first comment with similar comments, seep. 18
of TDMHSAS's responses to stakeholder comments.] that we would like to bring to your attention has to
do with the lack of definition and insertion of the use of telehealth and telemedicine in to these
requirements. This addition could address some of the concerns noted above with the allocation of a
medical director's time. TAADAS would advocate for the insertion of telehealth and telemedicine
standards and usage consistent with the current DEA standards throughout both rules. The use of
telemedicine and telehealth are approved and in use for TennCare as well as other insurance companies.
Thank you for your attention to our comments and concerns regarding proposed changes to TDMHSAS
licensure rules. I am happy to answer any questions that you may have regarding our comments and
would welcome the opportunity to discuss the impact of this proposal on those seeking or in addiction
treatment or recovery programs. We appreciate your commitment to making this proposal responsive to
the realities of community providers in our state. I can be reached at marylinden@taadas.org or by phone
at 615-780-5901, x-118 to respond to questions on this proposal or any other issues at any time.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: Just a
couple of things I got to thinking about. I don 't know if it would be appropriate or not but for the
department to consider rules regarding telemedicine within the facilities . I didn't see anything on that. I
know telemedicine is, can be a great thing , but I've also heard of the doctors that live in Montana doing
telemedicine and flying them to Tennessee were serving as medical directors and are here once every
two months or something like that. That goes on so I don't know if the department could craft some rules
regarding that, maybe consistent with the DEA rules or something.
TDMHSAS Response: The Department acknowledges the comments above, but contends
that the current version of Rule 0940-05-35-.02(2)(e) sufficiently addresses the concerns
expressed in these comments. Although the Department contends a change to this rule is
unnecessary at this time, pursuant to Public Chapter 978 of 2018 ("PC 978"), now codified at
T.C.A. § 33-2-403, the Department will be reviewing these rules every even-numbered year. For
these reasons, the Department does not adopt the changes suggested by these comments.

Y.T. "JANIE" MCGINLEY, CHIEF EXECUTIVE OFFICER, LIFESPAN HEAL TH, HARDIN COUNTY
REGIONAL HEALTH CENTER: Hardin County Regional Health Center dba Lifespan Health appreciates
the opportunity to comment on Chapter 0940-05-02 Licensure Administration and Procedures and
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Chapter 0940-05-35 Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment
Facilities. These proposed rules will result in a reduction of treatment options for many persons in our
area . Persons without insurance or sufficient resources to pay for this care will be impacted. In addition , in
my service area none of the 'cash' clinics accept TennCare, effectively making this care unavailable to
this population as well.
Lifespan Health is a Federally Qualified Health Center with 6 locations in Hardin, Wayne, and McNairy
counties in Tennessee. We provide comprehensive medical, mental health and substance use services
for almost 13,000 underserved and uninsured Tennesseans. Over 44% of our patient population has
Tenn Care coverage. We are the only OB provider within our service area. Our program began as a small
scale taper program in order to assist patients to taper through a 16 week or longer period of time
followed by monthly naltrexone injections. We have had some success with the program. Additionally,
approximately 1/3 of participants in our program at any given point in time are pregnant women, so we
are effectively doubling our impact with this program .
Brian Haile, the CEO of Neighborhood Health gave me permission to reference his letter, and I'm writing
to let you know that we also share many of his same concerns. We currently have two other providers
(cash clinics) within our community. These are not valid options for our patients. In 2016, my Medical
Director (Anjeanette Hall, MD) who had started our MAT program suffered a stroke on the Friday before
Labor Day. This left me scrambling all weekend attempting to find a physician who could take care of her
weekly buprenorphine Tuesday clinic (which included 10 pregnant women). What I discovered during that
period of time was that there was an abundance of access to the services, but none of the providers
within driving distance of 80 miles accepted TennCare and would not provide the services without cash
payment (varying from $300-$400) up front for the visit. Lifespan Health has been committed to making
the service available since that time, and we are currently attempting to expand it. I fear that these
proposed rules will significantly limit our ability to do so.
Like Brian, I genuinely believe that the Department is sincere in its efforts and attempting to balance the
multi-faceted issues related to this treatment (motivation, diversion, availability, etc.). It is our fervent hope
to be able to expand our program to its full potential, and it makes us sad to think that these proposed
rules could result in our being unable to meet this within our community. We stand ready to work with the
Department in addressing this issue and hope that we will be able to do so.
Please move carefully as you propagate rules that actually impede our ability to serve the underserved
people in our area.
BRIAN HAILE, JD, MPP, MA, CHIEF EXECUTIVE OFFICER, NEIGHBORHOOD HEAL TH:
Neighborhood Health appreciates the opportunity to comment on the proposed Chapter 0940-05-02
Licensure Administration and Procedures and Chapter 0940-05-35 Minimum Program Requirements for
Nonresidential Office-Based Opiate Treatment Facilities. These proposed rules will effectively reduce
treatment options for persons struggling with opioid addiction and will force Tennessee to further ration
care. Those Tennesseans who lack insurance or resources will largely suffer this cruel impact. We write
to explain the basis for our conclusions and to recommend options to avoid these preventable outcomes.

By way of background, Neighborhood Health is a Federally Qualified Health Center with 13 locations in
Nashville and rural Middle Tennessee. We provide comprehensive medical, dental, mental health and
substance use services for over 30,000 underserved and uninsured Tennesseans. The need we serve is
great: Over 5,000 of our patients are experiencing homelessness, and more than 56% have no health
insurance.
Through our work we see each day the human cost to individuals and families of the opioid use disorder
epidemic. We initiated a medication assisted treatment (MAT) program for patients with opioid use
disorder at one health center in 2016 . Perhaps because of our direct experience we were among the first
community health centers in Tennessee to launch a MAT program. Since that time we have been able to
expand services to three additional health center locations, including two in public housing communities
and one in rural Wilson County. Four of our family practice physicians have been able to provide MAT
services as part of their practice.
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Despite our best efforts to expand treatment capacity (While we have expanded our clinics and
prescribing physicians, we have been limited as many physicians were in their first year of providing
treatment. As we approach the second year, though, we look forward to expanding the number we serve.
This will help to meet the growing demand for MAT services.}, we still have over 70 individuals on our
waiting list - and more call each week. These are generally patients who cannot get services elsewhere
due to their lack of insurance and limited financial resources . The only alternative for these patients is to
pay prohibitively large amounts at other providers (typically cash clinics) for ongoing outpatient services.
While we have worked closely with your Department to identify other options for those on our waiting list,
we have had no success in reducing the waiting list by any meaningful amount. Our experience reflects
the reality that outpatient treatment slots in Middle Tennessee are already perilously small.
Were it not for these proposed rules, community health centers would be the providers best able to
expand outpatient opioid use disorder treatment in Tennessee. Recognizing the needs and our potential
(and the dearth of good alternatives) , federal and state officials have awarded millions of dollars in new
grants to community health centers in Tennessee to provide this care. This makes eminent sense:
community health centers care for the uninsured and otherwise underserved patients with opioid use
disorder - and we provide these patients with a robust, comprehensive health care home. Yet, these
proposed rules will now effectively limit the capacity of providers like us to expand our offerings (and treat
more patients) at the very time such treatment options are most needed in our state.
The underlying cause for concern is straightforward : The proposed rules were written primarily for entities
(largely for-profit) whose principal business or practice relates to addiction medicine and opioid treatment.
The proposed rules do not reflect the clinical or operational realities of those (non-profit) providers who
are most likely to care for the uninsured and underserved . Because the proposed rules lack such nuance,
the application of these rules to community health centers effectively forecloses our ability to expand
treatment above very restrictive thresholds.
Implementation of these provisions would effectively limit each community health center to treat no more
than 149 MAT patients at any one time, thereby reducing treatment slots compared with what would
otherwise be available.
What, then, happens to patient #150? If the patient is uninsured or has only limited coverage, where can
they go for outpatient addiction treatment? Our experience recounted above makes clear that this patient
(and every one after him or her) has few if any options. These individuals are effectively sentenced to a
life of continued addiction. They will get what they can on the street and will suffer almost certain death, if
not by an opioid overdose then by heroin or fentanyl. In this sense, the application of the proposed rules
to community health centers is not only counterproductive, it is deadly.
There are at least several alternatives that would prevent these outcomes:
•
•

Exempt entirely [Emphasis added by Neighborhood Health) community health centers from the
staffing requirements , inspections, and licensure fees in the proposed rules; or
Provide expansive waivers [Emphasis added by Neighborhood Health] for community health
centers from the staffing requirements, inspections, and licensure fees in the proposed rules.

The exemption or waivers could be time-limited - and linked to a concrete public health standard . For
example, community health centers could be exempt or receive waivers unless and until the number of
opioid-related deaths decline to below numbers for 2014. If overdose deaths fall (either because of an
additional expansion in the supply of outpatient treatment from other providers or a reduction in the
demand for treatment because of a reduction in underlying opioid use), the Department could end the
exemption or waiver. The key, though, is to adopt a standard that is tied to the underlying policy goal: the
reduction in the prevalence of opioid addiction and resulting overdose deaths.
The exemption or waivers could also be targeted . For example, the exemption or waivers could expressly
apply only to Federally Qualified Health Centers as defined at 42 USC§ 254b (i.e., § 330 of the Public
Health Service Act). The exemption or waivers could apply only to the subset of community health
centers that had established MAT programs prior to July 1, 2018 and/or that receive dedicated funding for
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opioid treatment from the U.S. Department of Health and Human Services (including but not limited to
funding from SAMHSA or HRSA) or from your Department. In addition, the exemption or waivers could be
limited to community health centers whose Boarded family practice or internal medicine providers treat no
more than a specified number (perhaps 100 patients), though the aggregate number for a community
health center location may exceed 150.
While this is not the appropriate forum to outline legal arguments, we do believe the Department has the
legal authority to issue the exemption or waivers described above. If the Department is uncertain about its
authority, we will be able to provide additional comments or interpretive guidance to support our
contention in this regard . Should the Department ultimately conclude it does not have adequate legal
authority, then we believe it is incumbent on the Department to seek appropriate statutory clarification so
as to ensure these rules do not adversely affect the number of outpatient treatment slots available to
those without insurance or ability to pay. We stand ready to partner with and advocate for the Department
at every stage of this analysis and process.
We genuinely believe that the Department is sincere in its desire to create more access to outpatient
opioid addiction treatment and to save lives. We also believe equally strongly that only exemptions or
waivers from the proposed rules for community health centers will accomplish this goal.
[Emphasis added by Neighborhood Health] This is one of few occasions in which substitutions,
alternatives, or compromises will not just fall short, they will cost lives.
You have a partner in Neighborhood Health and many, many other community health centers who are
ready to do more even than we do today. No one else but us is now in a position or has the demonstrated
willingness to serve these patients in a comprehensive fashion and sustain their recovery. We as
community health centers can do it, but we can only do so with your help - and your decision to exempt
community health centers from the proposed rules or provide broad waivers. I promise Neighborhood
Health will provide high-quality treatment and expand treatment slots in a way to make you proud you
made this decision. I promise, too, we will help you save lives and sustain recoveries.
Please create the conditions that allow us to help meet the demand in our communities for outpatient
opioid addiction treatment. This is a matter of life and death.
LIBBY THURMAN, HEAL TH POLICY DIRECTOR, TENNESSEE PRIMARY CARE ASSOCIATION
("TPCA"): We are the member group for federally qualified health centers in the state of Tennessee. So
we have 30 organizations with approximately 200 sites all across the state that are in rural and urban
areas . I'm going to comment very generally here and we're going to submit some very specific comments
to you in writing.

So, we're pleased to offer comments on this rule. We do have concerns that if the rules are implemented
as written they will significantly impede access to care for some Tennesseans who really need treatment.
So we acknowledge that you cannot change the patient thresholds that were set in law but we do feel
there's some changes to the proposed rules that would make these rules more workable for health
centers who could then continue to offer essential treatment to those in their communities.
So, OBOTs are one setting for medication assisted treatment but applying the requirements designed for
OBOTs to all settings does seem challenging and restrictive. Comprehensive care is offered at
community health centers. We serve underserved areas and populations and offer medical, dental,
behavioral and increasingly, substance abuse treatment, often under one roof so it is an integrated
setting.
Additionally, most community health centers are patient-centered medical homes so they focus on team
based care, evidence based care, patient centered access and continuity, care management and quality
improvement. Community health centers can offer responsible and affordable treatment for patients who
often have no other place to obtain that treatment. Of all of our patients across the state, not just those
receiving MAT, but in general, 77% of our patients are under 100% of the federal poverty level.
Additionally, 33% of them are uninsured. So you can see they have few options for access to care and we
are their source of care for all the services I mentioned and again, increasingly, the MAT services.
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Currently, there are seven Tennessee community health centers that offer MAT but we do expect that
number to increase. Recently through some federal investments, $6.1 million was awarded to 23 health
centers across the state all for the purposes of substance abuse and mental health treatment. So, not all
of those will be offering MAT but we believe a good many will. So again these rules could come into play
for more health centers.
So of the programs that are currently, or the health centers that are currently offering MAT, all of them
offer behavioral health care as a part of their care and they also all serve uninsured, underinsured and
TennCare patients which I think is a unique population that our health centers have a lot of experience
serving . So we do understand the need for structure and oversight on MAT services and we hope that we
can work with you and suggest some ways that these rules would not impede access to care for the really
vulnerable populations that we serve.
TERRI SABELLA, CEO, TPCA [These are a portion of TPCA's written comments referenced in
Libby Thurman's comments above]: The Tennessee Primary Care Association is pleased to offer
comments on the proposed rules on Minimum Program Requirements for Nonresidential Office-Based
Opiate Treatment Facilities (OBOTs). If the proposed rules are finalized as written, they will limit access to
care for many Tennesseans who desperately need treatment for opioid use disorder. We acknowledge
that TDMHSAS cannot alter the OBOT patient thresholds outlined in Public Chapter 978 but we believe
that changes to some sections of the proposed OBOT rules will enable Federally Qualified Health
Centers (also known as FQHCs or community health centers) to offer essential access to treatment for
opioid use disorder in their communities. As creating access to treatment for opioid use disorder is a
priority for not only your agency, but many state and federal agencies, facilitating the provision of services
through our state's community health centers is essential.
OBOTs are one setting for medication assisted treatment (MAT); applying requirements that are designed
for the OBOT setting to other care settings is challenging and unnecessarily restrictive. Community health
centers offer comprehensive primary care services to underserved areas and populations and have been
leaders integrating medical care, behavioral health, dental care, pharmacy, and other services under one
roof. Most community health centers are Patient Centered Medical Homes, meaning they focus on teambased care, delivering evidence-based care, patient-centered access and continuity, care management
and support, care coordination and care transitions, and performance measurement and quality
improvement. Community health centers offer responsible and affordable access to treatment for
uninsured patients who cannot afford to pay the cash prices of other treatment facilities in their areas. The
majority of existing OBOTs that responded to a recent TDMHSAS survey indicated that their facilities
were private pay or cash only facilities . Based on 2017 data, 77% of Tennessee's 437,533 FQHC patients
had incomes under 100% of the Federal Poverty Level and 33% of patients were uninsured. It is clear
that our patients have limited access to private insurance and lack the funds to pay cash for MAT
services. Without access to treatment through community health centers, the opioid crisis will not
adequately be addressed in Tennessee.
Currently, seven Tennessee community health centers provide MAT services but we expect that
additional centers will begin providing MAT, given recent federal investments, unless regulatory barriers
prevent development of this access. The U.S. Health Resources and Services Administration recently
awarded $6.1 million to 23 Tennessee community health centers to support expanding access to quality
substance use disorder and behavioral health services. The funding was provided in recognition of
community health centers' ability to provide quality substance abuse and behavioral health care in their
communities and positions them to significantly increase their role in fighting the opioid crisis. Each health
center that currently offers MAT provides treatment to uninsured, underinsured and TennCare patients.
Each program also includes behavioral health services as an integral part of treatment. Many of
Tennessee community health center MAT programs have waiting lists and are unable to locate a credible
provider that can treat their patients. Our community health centers understand the need for structure and
oversight around the development and operation of MAT programs and that the Department intends to
closely monitor such programs. However, our Tennessee community health centers request that the
Department recognize that the care settings in which MAT is provided are not all structured, funded, and
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staffed like traditional OBOTs and that safe, comprehensive care may be made available in other
settings.
Exemption of Federally Qualified Health Centers (FQHCs)
Federally Qualified Health Centers operate in a highly regulated environment with support services,
appropriate supervision, quality improvement, and transparency required by statute. We recommend the
real difference in treatment environment be acknowledged and respected by excluding FQHCs from the
proposed rules entirely. While we provide recommendations below designed to mitigate the barriers
presented by the proposed rules, only an exemption will truly serve to ensure access to quality care for
vulnerable Tennesseans regardless of ability to pay. Therefore, we recommend an exemption of
FQHCs from the proposed rules. [Emphasis added by TPCA]
In the absence of an exemption of FQHCs from the proposed rules, a structured waiver process is
recommended for FQHCs who are able to demonstrate need by provision of data demonstrating poverty,
lack of access, incidence of addiction and NAS. Any such waiver process should, at a minimum, permit a
single fee multi-site license with a program based medical director who is excluded from experience
requirements designed around the traditional OBOT model and is permitted oversight of multiple sites.
Finally, the access to opioid use disorder treatment provided by waivered FQHC providers in the context
of prenatal care must be preserved and protected to prevent Neonatal Abstinence Syndrome (NAS). An
explicit exemption of those providers treating opioid use disorder in the context of prenatal care
is recommended. [Emphasis added by TPCA]
Thank you for the opportunity to provide these comments, TPCA would be happy to have discussions
with you or your staff about any of our suggested changes. Please contact me at terri.sabella@tnpca .org
or 615-425-5841 at any time.
DR. MARY BUFWACK, PhD, CEO EMERITUS, NEIGHBORHOOD HEAL TH: My name is Mary Bufwack
and I'm with Neighborhood Health, a community health center that has multiple sites in Middle
Tennessee. I want to express my appreciation for the opportunity to comment on these rules and also to
provide just very brief comments about things that we see that may limit access, echoing what Libby
Thurman had to say, that our focus is on the underserved and the uninsured. That these are primarily
community health centers, are primarily primary care centers. They are not developed to do specific and
very targeted MAT services. They more or less incorporate that in response to community need and so
it's one of the services that we do offer. Because we're responding to community need and these are
people who cannot get services elsewhere. So, in many cases, without a community health center that
are providing these services, many of these individuals would go without. So if we're talking about saving
lives, particularly the lives of the most vulnerable populations that we have in Tennessee, we have to be
sensitive to the things that might limit community health centers from being able to provide MAT services.

On the whole, most of the things in the rules would not be prohibitive. The two that would be prohibitive
are essentially by establishing the limit at 150 for the facility and then requiring medical director to have
certification in addiction psychiatry or an addiction medicine specialist certified by one of the other boards
that has been discussed. This will absolutely limit the numbers a community health center can see. So
you are artificially setting the limit that any community health center can see to 149 patients and beyond
149 simultaneous patients a health center cannot do this. That in fact may be provided by one provider. It
might be provided by two physicians or three physicians cause community health centers often have to
consolidate their services in one location . So you are saying no matter how many prescribers are there,
no matter how many physicians are at the site, you are limited to 149 patients because you can neither
afford to be able to hire these individuals, you can't find them and recruit them and many of them have no
interest in serving the underserved or being in remote areas that address the needs of the underserved
and uninsured. I would request that either the circumstances and the certification for the medical director
be removed which would enable us to meet these standards or that the cap at 150 be changed to
something more reasonable to recognize that multiple clinicians at a site may be prescribing and this
artificially limits and certainly does, we're talking about life and death, condemn underserved and
uninsured individuals to almost certain death on the street.
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Thank you for the opportunity.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: We also
understand that the FQHCs have concern with some of the rules, but they should not be held to a
different standard than the OBOTs. We would submit that there are no difference in [these] facilities and
FQHCs, who may be doing treatment. Especially on a large scale (150 or more patients). The standard
needs to be universal.
TDMHSAS Response: The Department acknowledges the comments above.
It is TDMHSAS's hope that TennCare's considerable efforts to enhance its MAT network
will lead to greater access to MAT in Tennessee for TennCare enrollees and that this effort will
address some of the comments made in the preceding comments by stakeholders.
While it is outside the scope of the Department's authority to exempt specific facilities or
categories of facilities from the statutory definition of an OBOT found in T.C.A. § 33-2-402 or the
licensure fees for OBOTs or OBOT Pluses, which are set in statute pursuant to T.C.A. § 33-2-406,
the Department does have the authority to waive Departmental rules requirements. The
Department's licensure rule waiver authority is detailed in Rule 0940-05-02-.19, should a facility
desire to seek a waiver. The Department will consider all waiver applications. The Department
will strive to fairly administer these rules and will work with licensees to ensure optimal regulatory
relationships whether that be via the use of technical assistance, the waiver process, or by other
means.
For these reasons, the Department does not adopt the changes suggested by these
comments.

SPECIFIC COMMENTS
Chapter 0940-05-02 Licensure Administration and Procedures

0940-05-02-.05 Fees
KEVIN CATNEY, MD, DABAM, DABFM, & PENDING EXAMINATION RESULTS FROM ABPM IN
ADDICTION: I am writing to comment on the proposed change to the fee schedule charged to licensed
office based providers of Medication Assisted Treatment. I hope that I am reading this proposal
incorrectly; Is the department now wanting to charge $1,500 a year for a license? Is there a lesser
renewal fee that I am missing?

I am a solo practitioner in private practice. I currently pay a $400 annual Professional Privilege Tax, for
the privilege of practicing medicine in Tennessee. In addition, I pay $235 every 2 years for my medical
license, and I pay $731 every 3 years for my DEA license.
The proposed TNDMHSAS rules require that I be Board Certified by the A.B .P.M . in Addiction. (I am
already Board Certified in Addiction Medicine by A.BAM.) The application fee to A.B.P.M. to confirm that
I was Board Eligible was $495. The fee to take the A.B.P.M. examination was $1995. In addition, the
A.B .P.M. requires maintenance of Board Certification in another A.B.P.S. primary medical specialty, in
order to be Board Certified in Addiction. (In my case this is A.B.F.M .) Therefore I am now mandated to
pay annual maintenance of certification fees in two specialties, as well as annual academy memberships
in two specialties, and periodic re-certification examination fees in two specialties.
Why is the proposed annual license fee for a solo physician in the practice of addiction the same cost as
for a large group practice with multiple physicians and mid-level providers? Why is the solo practice of
medicine by a single physician not covered by the professional privilege tax? If not, what is the
justification of the professional privilege tax?
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I estimate my cost to maintain all of the current proposed mandated certifications and licenses will be just
over $10,000 annually. This is for a solo physician practice, not a multi physician group. At this point I
believe the fees have become overly burdensome, and I would ask for some sort of a fee relief
accommodation for solo practitioners.
Thank you for your consideration.
TERRI SABELLA, CEO, TPCA: The proposed rules include a site-based fee structure for outpatient
facilities that would be potentially cost prohibitive for community health centers that are non-profit
providers operating on very slim margins. Community health centers frequently operate small satellite
facilities to provide critical access to care in rural communities where transportation to larger sites would
present a barrier for patients in need. A waiver of the fee structure for organizations providing care
without regard to the patients ability to pay would serve to facilitate access for individuals who do not
have other options. We recommend FQHCs either have fees waived or be charged a flat
organizational fee that does not financially penalize the community health centers for providing
multiple more convenient points of access in small communities .... [Emphasis added by TPCA]
FQHCs are subject to operational site visits from HRSA, which ensure that they are compliant with federal
FQHC program requirements. These include areas such as clinical staffing, accessibility, continuity of
care, quality improvement/assurance, and financial management and accounting systems. The
inspections mandated for OBOTs may be duplicative and therefore we request that FQHCs be excluded
from the inspections outlined on page 3.
TDMHSAS Response: A Nonresidential Office-Based Opiate Treatment facility is defined in
T.C.A. § 33-2-402(10)(A) as a "service entity that includes, but is not limited to, stand-alone clinics,
treatment resources, individual physical locations occupied as the professional practice of a
prescriber or prescribers licensed pursuant to Title 63, or other entities prescribing products
containing buprenorphine, or products containing any other controlled substance designed to
treat opioid use disorder by preventing symptoms of withdrawal to twenty five percent (25%) or
more of its patients or to one hundred fifty (150) or more patients."
This rule is being updated to reflect the recent statutory fee change found in T.C.A. § 33-2406(h). The statutorily-set fee for this licensure category does not differentiate between solo
practitioners: larger, multi-physician groups: or by the number of qualifying locations. Each site,
meeting the licensure threshold, as established in the definition above, is required to be licensed,
and is subject to the fee. The threshold for qualification as an OBOT for licensure is the same
regardless of total number of physicians in that practice. Pursuant to PC 978, the annual licensure
fee is $1,500.
For these reasons, the Department does not adopt the changes suggested by these
comments.

0940-05-02-.23(1) Inspection Fees
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEALTH SOLUTIONS:
If facilities have the option to arrange an off schedule inspection outside of the initial and annual
inspections. The fee should be much higher (suggested $1,500). For instance, regional OSHA agencies
perform consultative visits for free . However, the typical wait time after request is around 18 months. If a
facility is seeking department involvement, $50 may bottleneck the system.
TDMHSAS Response: While TDMHSAS appreciates this comment, our mid-licensing
period inspections are intended to address change requests related to the operation of a licensed
facility. If requested by a licensee, the Department will provide technical assistance as resources
allow. Examples of a change request related to the operation of a licensed facility may include
providing authorization for an agency to provide services to non-ambulatory patients to ensure
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compliance with life and safety requirements for that patient profile or to adjust licensure
designations accordingly as needed.
For these reasons, the Department does not adopt the change suggested by this
comment.

Chapter 0940-05-35 Minimum Program Requirements for Nonresidential Office-Based Opiate
Treatment Programs

0940-05-35-.02(2)(e) Definitions
TIMOTHY SMYTH, MD, TENNESSEE SOCIETY OF ADDICTION MEDICINE ("TNSAM"): TNSAM
endorses the following comments made by our national chapter (ASAM) germane to this Rule. I request
these comments be addressed on TNSAM and my behalf: "ASAM's National Practice Guideline does not
support mandating a specified type or frequency of psychosocial treatment for patients, stating
"psychosocial treatment is provided using a variety of approaches in various milieus, including social skills
training; individual, group, and couple counseling; cognitive behavioral therapy; motivational interviewing;
and family therapy. Determining the level of need and best approach to psychosocial treatment is
individualized to each patient."

I agree with the ASAM's national practice guideline mandating specified type and frequency of
psychosocial treatment for patients is not the best way to do it. That we should use the nationally
approved practice guidelines and perhaps we can refer to that. Again, I understand the reality of the
situation and that's not going to happen . We're still going to have to follow the rules that you guys put
forward but allowing as much flexibility as possible would be appreciated on that. But I think a minimum
as you guys have put forward is important.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: The
department should allow Certified Peer Recovery Support Specialists to lead group educational sessions,
but not individual therapeutic counseling sessions.

This has been an issue that has been brought up to the department a few times. Consider allowing CPRS
to only be allowed to host group educational sessions, not individual therapy or individual counseling but
if they would consider allowing them to do group settings. We know that the new TennCare program will
not be paying or reimbursing for that but would like the option to be on the table.
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEAL TH SOLUTIONS:
[Made in response to Paul Trivette comment above] I believe this should only be allowed if the clinic
has a licensed counselor on site. Otherwise how does an immediate need get addressed that falls outside
of the CPRS' training/knowledge?
TDMHSAS Response: The Department acknowledges the comments above, however, the
provision to which these comments are directed is unchanged from the current effective version
of the rule.
The current rules establish minimum standards regarding counseling and encourage all
facilities to individualize counseling for each patient. Additionally, the Department contends that
although certified peer recovery specialists (CPRSs) are a valuable resource for individuals in
recovery, they are not adequately qualified or trained to provide counseling services as required
by these rules.
Although the Department contends a change to this rule is unnecessary at this time,
pursuant to PC 978, now codified at T.C.A. § 33-2-403, the Department will be reviewing these
rules every even-numbered year.
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For these reasons, the Department does not adopt the changes suggested by these
comments.
0940-05-35-.02(2)(2) Definitions

PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: The
department should clarify that a failed drug screen does not necessarily include a relapse, but that every
patient should be evaluated for the indicators of such . I don't think this has changed at all.
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEALTH SOLUTIONS: I
agree [with the TN Recovery Coalition].
TDMHSAS Response: The Department acknowledges the comments above, however, the
provision to which these comments are directed is unchanged from the current effective version
of the rule. Additionally, the Department finds that this clarification is unnecessary at this time.
Although the Department contends a change to this rule is unnecessary at this time, pursuant to
PC 978, now codified at T.C.A. § 33-2-403, the Department will be reviewing these rules every
even-numbered year.
For these reasons, the Department does not adopt the changes suggested by these
comments.
0940-05-35-. 02(2)(aa) Definitions

TERRI SABELLA, CEO, TPCA: The definition states that "Taper", "Tapering", and "Medically Supervised
Withdrawal" are interchangeable but these terms do not mean the same thing. We recommend defining
each term [Emphasis added by TPCA). Taper should be defined as "the prescribed reduction in dose of
buprenorphine for the purpose of establishing a new maintenance dose or achieving cessation of
buprenorphine therapy." Tapering is the act of the taper. Medically supervised withdrawal, or "withdrawal
management," per ASAM is "the provision of care to alleviate the physiological and psychological effects
of substance withdrawal."
TDMHSAS Response: This change to 0940-05-35-.02(2)(aa) was made to the rules following
the passage of PC 978 and the requirements therein. Based on the Department's consultation
with the Buprenorphine Treatment Guidelines Committee, the Department has decided to define
these terms as interchangeable for the purposes of these rules, and no further distinction is
necessary.
For these reasons, the Department does not adopt the change suggested by this
comment.
0940-05-35-.04(2) AND 0940-05-35-.04(4) Licensing Procedures

MICHAEL TINO, MD, FASAM, DABAM, DOCTORS ASSISTED WELLNESS & RECOVERY CTR, LLC:
[An] issue that should be addressed is regarding the ownership structure of these facilities. I am familiar
that there is a law that restricts the corporate practice of medicine. This law, all too often, is not enforced .
I submit that all facilities should be 100% physician owned and operated.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: The
department really needs to highlight the corporate practice of medicine statute and may should even
include language as the following: "Non-physicians or non-medical staff shall not direct the medical care,
medications, or any other part of a patient's treatment that requires a medical diagnosis or the use of a
prescription for treatment."
The department should also consider language clarifying that non-physicians cannot contract with
physicians to provide medical services to ensure the physician remains autonomous.
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"Every facility shall ensure that it remains compliant with the TN statute regarding the corporate practice
of medicine."
There is a lot of concern about the corporate practice of medicine in a number of these facilities. Lastly, a
number of facilities are giving physicians contracts to work for them and in certain scenarios, if the
physician leaves, then the non-physician assumes the direction of the patients and chooses to assign
him/her to another physician.
Can a corporate entity do this legally? Can a corporate entity engage in the practice of medicine?
Language specifically related to the corporate practice of medicine. Gray area. Consider some language
that would say an OBOT shall ensure that it is compliant with the corporate practice of medicine statute or
something along those lines as well.
Also important that non-physicians/owners/corporations acting as an OBOT understand they do not have
authority over the practicing medicine physicians, what meds someone would be receiving, anything
related medically.
TIMOTHY SMYTH, MD, TNSAM: TNSAM and I ask the TDMHSAS to be more rigorous in its requirement
germane to physician ownership. Specifically, consistent with Tennessee law germane to the corporate
practice of medicine, we suggest that this exclusion be clarified in these Rules. That is, these Rules
should reiterate the fact that non-physicians cannot contract with physicians to provide medical services.
An arrangement such as this may cause the physician provider to be unduly influenced by non-clinical
factors when providing care to this vulnerable population.
I'm just going to reflect that I agree with the Tennessee Recovery Coalition on that. I grow concern about ·
the corporate practice of medicine and some of the less desirable clinics at least that I've seen in my
experience have not really been owned by the doctor. They've been owned by another entity so I
appreciate you guys putting more attention on that and I agree with the Tennessee Recovery Coalition .
TDMHSAS Response: The Department acknowledges the comments above, however, the
provision to which these comments are directed is unchanged from the current effective version
of the rule. Additionally, the Department finds that this clarification is unnecessary at this time.
Although the Department contends a change to this rule is unnecessary at this time,
pursuant to PC 978, now codified at T.C.A. § 33-2-403, the Department will be reviewing these
rules every even-numbered year.
For these reasons, the Department does not adopt the changes suggested by these
comments.
0940-05-35-. 09(6) Individualized Treatment Plan and Best Practices Utilized
TIMOTHY SMYTH, MD, TNSAM: TNSAM and I realize that a discussion about medically supervised
withdrawal and tapering to abstinence is required by law, however, we would submit that a less onerous
method for documenting the fact that this discussion has taken place should be instituted.
In addition, TNSAM endorses the following comments made by our national chapter (ASAM) germane to
this Rule. I request these comments be addressed on TNSAM and my behalf: "Patients should not be
encouraged to be abstinent from medication to treat addiction. There is substantial evidence that
medication-assisted treatment is the gold standard of addiction medicine, so continuing treatment with
medication can be in the patient's best interest for their overall health. It should also be the patient's own
decision if they wish to discontinue their use of medication, as being encouraged by a medical
professional to discontinue treatment is unethical and goes against evidence. The following sentence
should be eliminated from the rules : "Alternatives such as medically-supervised withdrawal shall be
presented to the patient at the time of the discussion and documented in the patient's record ."
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We recognize that this is also germane to 0940-05-35-. 13 both regarding the tapering discussion. And
that is that we understand that the law requires us to have a discussion with the people who want to taper
and move into abstinence. Again this is 0940-05-35-.13(1 )(c)1 and 0940-05-35-.09(6). Number 6 is where
you review the individual treatment plan every six months and the patient has to sign that they want to
stay in treatment. My opinion on that and that of ASAM is that I'd like to have a perhaps less onerous way
of doing that. You know that we can document that we had the discussion on my electronic sheet. I have
a box that I check and the truth is I talk about getting down to a minimal effective dose and consider zero
if that's the desire at pretty much every single visit so I don't have a problem with that discussion but
having a patient sign off that you had that discussion seems a bit onerous to me. So I'd rather not have it
so onerous. And ASAM agrees with that.
TDMHSAS Response: The Department acknowledges these comments and notes that PC
978 requires that this topic be included in TDMHSAS licensure rules regarding OBOTs. Moreover,
the Buprenorphine Treatment Guidelines Committee has endorsed the language found in this
provision. The Department contends that the rule provides flexibility to prescribers while also
complying with the requirements of PC 978.
For these reasons, the Department does not adopt the change suggested by this
comment.
0940-05-35-.10 Phases of Treatment
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: Department
requires individualized treatment plans specific to that individual and what they need . I think this is one of
the greatest things in these rules so that people are not treated universally, however, I think on the
phases of treatment portion some notation that there may come a point that a person has either
progressed or reached recovery goals and may not need that case management every month, especially
if they are getting office visits once every two months. That should unequivocally be documented in the
individualized treatment plan and should be shown that the patient has obtained those goals. We would
like to see something in regards to the individualized treatment plan that a patient may attain such to
where they don't need that.
WILLIAM CONWAY, MD, FACP, FASAM: Counseling and Case Management are crucial and critical
components of any chronic illness. The department has strict rules and requirements regarding monthly
counseling and case management services, even in the maintenance phase.
These rules should be interpreted in the context of medical necessity. In any chronic illness with long term
attendance, patients will require guidance, emotional support, and counseling about the entire range of
human experience. The real question is the demonstrated capacity of a program to provide selfmanagement and guidance when necessary.
There are some patients that may no longer need those services after a period of time or even at the
beginning, but that should be determined by the individual treatment plan and that person's needs. I have
patients that have jobs, education, good family structure, primary care physician, and transportation .
Those patients do not need monthly case management services. The same is true for counseling. I
evaluate each individual and determine the counseling and services needed . At the very least, the
department should not mandate case management and counseling monthly and let the facility follow the
individual treatment plan.
I would appreciate for the department to consider changing the observed drug screening rule and policy.
While this policy appears to be reasonable, it is associated with a host of unanticipated side effects.
a.
b.
c.

For patients who have been sexually or physically abused , every office visit becomes potentially
traumatic.
For patients who are doing well, this is both insulting and abusive.
Cost of operation will increase significantly requiring both a male and female to supervise urine
drug screens, and these costs will be passed on as increased prices.
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d.

e.
f.

Maintenance of public safety is an evolving and complicated matter which can be addressed in
other more effective manner than watching patients urinate on every visit. Observed urination is a
simple distraction from the real issue of constant vigilance of risk of diversion.
Does the Tennessee Department of Mental Health and Substance Abuse Services really want to
promote and enforce "We are watching Tennesseans Urinate."
If this policy becomes statute, it will be challenged in court as arbitrary and discriminatory.

TDMHSAS Response: The Department agrees with some of the concerns from
stakeholders regarding case management services and has addressed the comments concerning
case management by revising Rule 0940-05-35-.10(1 }(d}(4).
In regards to the comments regarding observed drug screens. The Department
acknowledges these comments and contends that observed drug screens are a reasonable
requirement to ensure quality care, treatment effectiveness, and address diversion concerns.
For these reasons, the Department does not adopt the suggested changes regarding
observed drug screens.
0940-05-35-.10(1 )(b) 2. and 4. Phases of Treatment
TIMOTHY SMYTH, MD, TNSAM: TNSAM endorses the following comments made by our national
chapter (ASAM) germane to this Rule. I request these comments be addressed on TNSAM and my
behalf: "The practice of requiring patients to do the specific amount of counseling these rules would
require could take away the flexibility of both the provider and the patient in determining an individualized
treatment plan . In addition, ASAM's Public Policy Statement on the Regulation of Office-Based Opioid
Treatment states "it is important to note that many services are not available in all communities, and that
this should not preclude patients from accessing the treatment components that are available. Generally,
unstable patients in early treatment require both more structured treatment and greater intensity of
integrated services. However, in areas where such services are not available, pharmacological treatment
alone with the support of the treating clinician results in improved outcomes for some patients." These
types of requirements put a burden on the provider and the patient, forcing them to engage in certain
aspects of treatment that may not be necessary based on the patient's individual needs, and thus
potentially causing some providers to no longer provide MAT."
Again, this is ASAM's comments that I agree with the practice of requiring patients to do a specific
amount of counseling. Again, we would push for as much flexibility as possible and I'm going to have that
in my written comments.
TDMHSAS Response: The Department acknowledges the comments above, however,
these rules represent minimum program requirements that are intended to ensure a certain level
of quality care while also giving providers the flexibility to individualize treatment and a patient's
treatment plan.
For these reasons, the Department does not adopt the change suggested by this
comment.
0940-05-35-.10(1 )(b) 3. Phases of Treatment
TIMOTHY SMYTH, MD, TNSAM: TNSAM endorses the following comments made by our national
chapter (ASAM) germane to this Rule. I request these comments be addressed on TNSAM and my
behalf: "Instead of putting in statute prescriptive measures on the frequency of drug testing, we
recommend providers follow evidence-based guidelines on the effective use of drug testing in the
identification, diagnosis, treatment, and promotion of recovery for patients with, or at risk for, addiction."
UDS frequency. Using the evidence based guidelines that are put forward by ASAM is recommended
there as well.
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TDMHSAS Response: These rules represent minimum program requirements that are
intended to ensure a certain level of quality care and are consistent with federal Substance Abuse
and Mental Health Services Administration ("SAMHSA") guidance referenced in Treatment
Improvement Protocol ("TIP") 63 regarding the frequency of drug testing.
For these reasons, the Department does not adopt the change suggested by this
comment.
0940-05-35-. 10(1 )(c) 3. Phases of Treatment

TERRI SABELLA, CEO, TENNESSEE PRIMARY CARE ASSOCIATION: Clarification is needed on the
phrase "be subject to" with regard to frequency of drug screens. It is not clear if this is a suggestion or a
directive for OBOTs. If the intent is to make urine drug screening a requirement, the wording should
specify this. Additionally, mandating observed drug screens could present financial or logistical hardships
for some health centers. We suggest eliminating the "observed" portion of the statement, given that
collection cups used by many providers have built-in technology to identify falsified urines (e.g.
temperature indicators and creatinine/specific gravity measurements). We suggest changing the
wording to mandate that "at least 25% of specimens will be observed based upon the provider's
professional judgement." [Emphasis added by TPCA].
TDMHSAS Response: While it was always the intent of the Department that OBOTs require
drug screens, the Department agrees with this comment in part and has revised the Rule 0940-0535-.10(1 )(c)3. The Department believes observed drug screens are a reasonable requirement to
ensure quality care and discourage diversion. Additionally, observed drug screens are consistent
with SAMHSA guidance.
For these reasons, the Department does not adopt the change suggested by this
comment.
0940-05-35-.10(1 )(c) and (d). Phases of Treatment

TERRI SABELLA, CEO, TPCA: We recommend changing mandated monthly case management for
those in the maintenance phase to "as needed, based upon provider's professional judgement."
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: There needs
to be a clause at the beginning or end that clarifies that not all patients need case management or
counseling or some have progressed and accomplished recovery goals. In this case, the office visits and
the individualized treatment plan should demonstrate and reflect that such may not be or is not needed .
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEAL TH SOLUTIONS: I
agree [with the TN Recovery Coalition]. Case management services may not always be needed.
However, if an individual is maintaining treatment, counseling should remain a constant. If a medication is
all that stands between a patient and relapse, failure is inevitable.
TDMHSAS Response: The Department agrees with these comments in part, and has
addressed these comments by revising Rule 0940-05-35-.10(1 )(d)(4).
0940-05-35-.13( 1)(a)4. Medication Management

PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: While it is
understood that anything greater than 16mg is considered a 'high dose,' it is not beyond impossible for a
person to possibly need to be prescribed 32mg. The department should at least state that 'proper
justification should be provided in the extremely rare cases where a person may need greater than 24mg
per day.' The department should also consider that any dose greater than 24mg should have permission
from the SOTA
Regarding prescribing , I think TIP 63 was pretty clear that anything greater than 16 mg is a high dose.
Anything greater than 24mg not clinically significant however on 0940-05-35-.13(4) we would ask the
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department to remove a maximum dose of 24mg and consider language in the extremely rare
circumstance that a patient would need to go over 24mg it should be clearly documented or if the
department would also consider permission from the state opioid treatment authority to go over 24mg . If
that may be kind of a compromise on that instead of just saying a maximum . I think it is extremely rare,
some of them very few have argued that there are studies out there that would show there is some
benefit, we just don't think that should be in a rule that that's a maximum dose.

MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEALTH SOLUTIONS: I
agree [with the TN Recovery Coalition, on just first paragraph above].
DR. EVANN HERRELL, MEDICAL DIRECTOR, EHC MEDICAL: I wholeheartedly, categorically agree
with all of the comments that all of the speakers have made thus far. Paul stole all my thunder so I had
really nothing to say other than say that I really agree with him . The one point that I would like to
emphasize myself is on page 11 [of the Notice of Rulemaking Hearing Draft], there where we're talking
about the maximum dosage being 24mg. I agree with the comments before and I also agree with the
terminology of "rare" . Okay, I'm not trying to, you know, open the floodgates here but there are a few
patients who, there's evidence, there's studies, there's papers that I can show you, the documentation
that patients in some cases would benefit from a dose greater than 24mg. And you know, an example of
that would be the patient who has a very significant history utilizing high morphine equivalent medication.
This is somebody who has no desire at all to go to a methadone clinic or any such facility. It conflicts with
their life. Maybe they have a full-time job and it's just not practical but there's evidence that shows that if
you put somebody like that on, say for example, 32mg, that you can achieve stabilization with them. I've
actually spoken to a number of physicians across the country and in various meetings who have told me
that they have actually performed COWS scores on folks like this. They put them on 24mg and guess
what? They're still having objective, physical withdrawal. And they say that you hit them with 32 and it
goes away. So I think that this is a very, very, very controversial issue when we talk about dosing. There's
people on this side of the fence and people over here and they're very adamant about their position. But I
think at the end of the day what really, really matters is saving lives and doing the right thing for the
patient. And I know that sometimes when we talk about dosing this medication , that it can be kind of
twisted and construed that you know, if you write a certain amount or you put patients on a certain dose
then you know, you 're just a pill mill and you're just throwing out medicine to try to get these people to
come back and all this sort of thing. And I know that that's a concern and I know that there are people that
are operating that way out there and that's the whole reason why we're here and the whole reason why
we exist. But I will tell you that there are patients who would benefit from being able to utilize a higher
dose and it truly would be a lifesaving medication for them which is what buprenorphine is. So again, it
would be a rare thing, you know I mean, if you guys want to just set some kind of limit, you know like we
did with the mono product and say it shouldn't be more than. I mean if you want to say 1% of the practice
or 2%, I mean I would be totally fine with something like that. But I can tell you that there's a handful of
people that this medicine would make the difference in whether they live or die and I'm not just saying
that. I've actually seen this. And these are people who do not want to do inpatient therapy. They do not
want to go to a methadone clinic. They're okay with going to a buprenorphine facility but they fall off of
treatment because they weren't adequately treated and everything else kind of failed for them. So, that's
all I have to say. Thank you.
TDMHSAS Response: The Department agrees with these comments in part, and has
revised the rule to allow a narrow pathway whereby a patient can receive a dose higher than the
maximum daily dose of twenty-four milligrams (24mg) in rare circumstances. Rule 0940-05-35.13(1 )(a)(4), which contains requirements for prescribing above the maximum dose.
0940-05-35-. 13( 1)(c) 1. Medication Management

PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: The rule
should also include some language that prescribers may or may not encourage patients to taper down or
off of medications.
We ask that the department add in language also so that based on IEP the physician may or may not
recommend to the patient to taper down or taper off. Either they're having the discussion that it is an
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option based on that the physician should be allowed to make their recommendation to the patient as
well.
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEALTH SOLUTIONS: I
agree [with the TN Recovery Coalition].
TIMOTHY SMYTH, MD, TSAM: TNSAM endorses the following comments made by our national chapter
(ASAM) germane to this Rule. I request these comments be addressed on TNSAM and my behalf:
"Addiction is a chronic disease and, in some instances , will require a patient to be on medication for the
rest of their life. By encouraging abstinence and requiring medication discontinuation, these proposed
rules would maintain the stigma of this disease and its treatment, as well as go against established
medical evidence and put patients' lives at risk of relapse , overdose, and death . This section should be
eliminated."
TDMHSAS Response: The Department acknowledges these comments and notes that
provisions regarding tapering discussions are required to be included in TDMHSAS licensure
rules regarding OBOTs by PC 978. Moreover, the Buprenorphine Treatment Guidelines
Committee has endorsed this language. The Department contends that the rule provides
flexibility to prescribers while also complying with the requirements of PC 978. For these
reasons, the Department does not adopt the changes suggested by these comments.
0940-05-35-.13(2) Medication Management
TERRI SABELLA, CEO, TPCA: Checking the CSMD at every visit is onerous and unnecessary,
especially for patients in the induction/stabilization phase. These patients are often seen every two to
three days. We recommend specifying that the CSMD check be performed at the initial visit, at
least monthly during induction/first year of maintenance, and then quarterly thereafter or when
clinically indicated [Emphasis added by TPCA] .
TDMHSAS Response: The Department acknowledges the comments above, however, the
provision to which these comments are directed is unchanged from the current effective version
of the rule.
The Department believes this is a reasonable requirement to ensure patient safety and
quality care and, is consistent with the Buprenorphine Treatment Guidelines. The Department
believes the benefit of checking the Controlled Substances Monitoring Database ("CSMD")
outweighs the added responsibility for practitioners.
For these reasons, the Department does not adopt the change suggested by this
comment.
0940-05-35-. 13(4)(a) Medication Management
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: How does
the CSMD not already answer this issue? [referring to rule requirements that an OBOT develop
procedures to ensure that a patient's prescriptions from outside physicians be reported to the medical
staff and reviewed by the program physician at admission and annually thereafter]
We just wonder if this is even necessary or if the CSMD requirement checking it every visit takes care of
that.
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE (CATALYST HEALTH SOLUTIONS):
Is the office referring to controlled medications OR medications in general? For instance, a
comprehensive list of daily medications, BP Meds, etc. If so, I agree a comprehensive list should be
maintained.
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TDMHSAS Response: The Department acknowledges the comments above, however, the
provision to which these comments are directed is unchanged from the current effective version
of the rule. For these reasons, the Department does not adopt the changes suggested by these
comments.
0940-05-35-.20(2)(b) Personnel and Staffing Requirements
MARY LINDEN SALTER, LCSW, EXECUTIVE DIRECTOR, TAADAS: On page 12 of the draft rules ,
Section 0940-05-35-.20(2)(b) specifies that a program medical director must be physically present 25% of
the time the (OBOT) facility is open to the public. This requirement is mimicked in the OBOT Plus rules as
well. This standard would be hard to meet for a program that is multi-faceted (multiple levels of care) if the
medical director is limited to only being at one program (OBOT) for such an amount of time when other
levels of care and other sites would also need supeNision . As time goes on , more and more of the state
contracted , non-profit providers of Medication Assisted Treatment may eventually come closer or meet
the threshold to require licensure as an OBOT. Most would also need a waiver of this requirement given
the issues I have just outlined, as many of them have multiple levels of care and some also have multiple
program sites. Some agencies could potentially purposefully maintain a lower number of clients to avoid
this threshold and this would limit the capacity to provide MAT seNices across the state. Many non-profits
struggle to recruit and retain medical staff at all for MAT programs and a 25% rule for a medical director's
role could be cost prohibitive or unrealistic given the limited pool of physicians that are available. Given
that this may become a pervasive issue for such agencies, and that most of them may require such a
waiver, it should be worth considering that this requirement is not uniformly appropriate . One of TAADAS
members is currently pursuing a waiver of this requirement for these very reasons.
BRIAN HAILE, JD, MPP, MA, CHIEF EXECUTIVE OFFICER, NEIGHBORHOOD HEALTH: We find the
staffing requirements (0940-05-35-.20) to be unduly burdensome and unnecessary. Few if any
community health centers could meet the qualifications for the Medical Director (2)(b) with the years of
experience required (3)(b). These staffing requirements far exceed any in our federal or state grants to
provide these seNices, and they appear to be the most stringent requirements anywhere in the country
that apply to MAT programs successfully operated by community health centers.
We also find the requirements for the Medical Director (a) to spend at least 25% of his or her time onsite
at each specific location and (b) to supeNise a maximum of three locations to be unduly burdensome.
Both of these requirements assume the primary business of the entity is addiction medicine, in which
case such rigorous supervision and experience may arguably be more appropriate or necessary. In the
context of community health centers, though, this only seNes to reduce treatment slots.
Implementation of these provisions would effectively limit each community health center to treat no more
than 149 MAT patients at any one time, thereby reducing treatment slots compared with what would
otherwise be available.
TERRI SABELLA, CEO, TPCA: The proposed rules read that the governing body of each facility "shall
designate in writing a medical director to be responsible for the supeNision of all medical staff at the
"Facility" and the administration of all medical services at the Facility ... ". It is not feasible for FQHCs to
hire and retain individual medical directors for each site. We request that FQHCs be permitted to
designate an organizational level medical director that will have oversight of the organization's
treatment sites [Emphasis added by TPCA].
The proposed rules specify that the medical director "shall be physically present at the Facility the
equivalent of twenty-five (25) percent of the time the Facility is open to the public each week." FQHCs are
comprehensive primary care facilities; MAT may comprise a small portion of the center's operational
hours. We request that for FQHCs, the medical director of the organization's MAT program specify
a primary practice site, at which he or she will be on-site at least 25% of time that the site provides
MAT. For sites that the medical director supervises, we request that the on-site time provision be
waived, if the organization outlines policies and procedures that will be utilized to ensure proper
oversight and clinical quality. The policies and procedures should be consistent with prevailing
best practices [Emphasis added by TPCA].
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The proposed rules specify that "no physician may serve as the medical director of more than three (3)
Facilities without the prior written approval of the TDMHSAS Office of Licensure." We appreciate the
flexibility that may be available through approval by the Office of Licensure but recommend that the
Department provide FQHCs with the option to utilize number of patients served, rather than
number of facilities, to determine appropriate Medical Director oversight [Emphasis added by
TPCA]. As mentioned previously, some FQHC sites are small while others are large. Specifying oversight
based on patients treated would likely improve the quality of the oversight medical directors can provide
and reduce variability in the number of patients various medical directors are overseeing while permitting
oversight to essential access in small rural sites.
With regard to the requirement that the "medical director review 10% of the medical charts for patients
currently admitted at the facility ... " We suggest changing "admitted" to "treated" [Emphasis added by
TPCA] for clarity.
SHAWN CARRIGAN, RUTH CLINIC: I just wanted to express a little bit of our experience in regards to
medical director. I think it's a great difficulty to recruit medical directors at this point for a small clinic. We
do have a medical director but the resistance that I have often get is the 25% onsite rule. I think that if a
medical director was allowed to use telemedicine to monitor the patient file review. I think they should be
onsite some, maybe 10% of the time would be worthwhile but the requirements that stands now means
that a medical director could , at the most, supervise 4 clinics and many of these clinics are small. It's just
not economically feasible. They don't want to drive that far. They don't want to take that much time out of
their lives. So if there was some way to have flexibility on that onsite percentage I think we could achieve
better supervision . We'd have more people acting as medical directors.
TDMHSAS Response: The Department acknowledges the comments above, however, the
provision to which these comments are directed is unchanged from the current effective version
of the rule. The process for a facility to seek a waiver of rule requirements is provided in Rule
0940-05-02-.19, should a facility desire to seek a waiver. The Department will consider all waiver
applications. The Department will strive to fairly administer these rules and work with licensees to
ensure optimal regulatory relationships whether that be via the use of technical assistance, the
waiver process, or by other means.
For these reasons, the Department does not adopt the changes suggested by these
comments.
0940-05-35-. 20(2)(d) Personnel and Staffing Requirements
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: I'm not going
to go into too much detail outside of the taskforce for the nurse practitioners and PAs but we will probably
be submitting some written comments regarding physicians assistants and nurse practitioners and the
utilization of them within an OBOT and if the department would consider some rules on that as well.
[These are the written comments received in reference to the rulemaking hearing comment referenced
above.]The department should prepare language regarding nurse practitioners and physician assistants
that could read as follows: "A nurse practitioner or physician assistant shall be supervised by a physician ,
who has a certification in addiction psychiatry by the American Board of Psychiatry and Neurology;
certification as an addiction medicine specialist by the American Board of Addiction Medicine or American
Board of Preventative Medicine; or is fellowship trained in addiction medicine or addiction psychiatry. The
facility and/or its' providers shall be credentialed and contracted with the state Medicaid agency and its'
Managed Care Organizations to provide addiction treatment services in order to utilize nurse practitioners
and physician assistants, who have been given prescriptive authority to issue prescription medications for
Buprenorphine that are indicated for Opioid Use Disorder."
This will take care of issues with opening the authority to NPs and Pas to prescribe. Specifically, board
certification will be required AND to take care of the fee for service issue, the facility will have to be
contracted/credentialed with the state Medicaid agency and its' MCOs.
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MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEAL TH SOLUTIONS: I
agree [with the TN Recovery Coalition].
TDMHSAS Response: Should the Tennessee General Assembly decide to allow advance
practice nurses and/or physician assistants to prescribe buprenorphine containing products for
the treatment of opioid use disorder ("OUD"), the Department contends that Rule 0940-05-35.19(2)(d) appropriately addresses the concerns expressed in this comment.
For these reasons, the Department does not adopt the changes suggested by these
comments.

0940-05-35-.20(3)(b) Personnel and Staffing Requirements
MICHAEL TINO, MD, FASAM, DABAM, DOCTORS ASSISTED WELLNESS & RECOVERY CTR, LLC:
Lastly, the Medical Director should be either board certified by the American Board of Addiction Medicine,
American Board of Preventative Medicine, board eligible to take the aforementioned exam, or fellowship
trained in such. The department needs to remove the 5 years of experience allowance. Board eligibility is
absolutely sufficient.
WILLIAM CONWAY, MD, FACP, FASAM: I was disheartened to read about the proposed change in rule
concerning the Medical Director requirement. The department should not have removed the 'American
Board of Addiction Medicine' certification as to who qualifies to serve in that role . The department should
not change the original rule and just simply add the new certification by the American Board of Preventive
Medicine with a subspecialty in addiction medicine. The "five years of documented experience" does not
make any sense as that does not account for total hours worked nor the specific capacity in which that
physician operated. Board Exam. "
BRIAN HAILE, JD, MPP, MA, CHIEF EXECUTIVE OFFICER, NEIGHBORHOOD HEALTH: Few if any
community health centers could meet the qualifications for the Medical Director (2)(b) with the years of
experience required (3)(b). These staffing requirements far exceed any in our federal or state grants to
provide these services, and they appear to be the most stringent requirements anywhere in the country
that apply to MAT programs successfully operated by community health centers.
TERRI SABELLA, CEO, TPCA: The standards for medical director qualification in the proposed rules are
unattainable for FQHCs, meaning that their treatment capacities will be capped at levels under 150 per
site. There are simply not enough physicians with the outlined certifications that are willing to practice in
non-profit settings, many of which are located in rural areas. We request that the Department recognize
that access to vulnerable populations may best be preserved through modification of supervision
requirements in the FQHC environment.
Options:
1.

2.

Exempt FQHCs from the Medical Director qualifications outlined on page 13(3)(b). This is
our preferred option ; it is the most clear cut and would ensure that community health centers
could provide treatment to those in their communities. This exemption would acknowledge that
FQHCs operate with extensive oversight from the federal Bureau of Primary Health Care,
including requirements on appropriate staffing, supervision , and quality. Specifically, in addition to
providing required and additional services, ensuring that services are available and accessible to
ensure continuity of services, the health center must "utilize staff that are qualified by training and
experience to carry out the activities of the center." TDMHSAS would of course have the
opportunity to evaluate the qualifications of the medical director, but offering this exemption to the
medical director certification and/or experience requirements would ensure that treatment
capacity for vulnerable populations is not limited by an unattainable standard .
Exempt organizations that are active Patient Centered Medical Homes under the TennCare
payment reform initiative from the Medical Director qualifications outlined on page
13(3)(b). As outlined on the TennCare Patient Centered Medical Home (PCMH) webpage, "With
the primary care provider at the center of patient care, the PCMH model of care coordination
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should provide all members access to the full spectrum of medical care. Relationships are
developed and a team of providers is accountable for a patients' physical and behavioral health
care needs. There is a focus on wellness and appropriate acute and chronic care.
Comprehensive care is organized across the healthcare system with clinicians and staff seeking
to enhance the quality of care provided while also instructing patients and families in how to
actively engage in self-management." Exempting organizations that have met and continue to
meet this standard of care would leverage the work and oversight of other state departments and
provide flexibility in terms of treatment settings. Community health centers are appropriate
settings for opioid use disorder treatment and patients will benefit from comprehensive care
management and treatment in a medical home setting. Additionally, obtaining opioid use disorder
treatment in a Patient Centered Medical Home can reduce the stigma individuals may experience
by visiting a standalone treatment facility and may increase the likelihood of patients to access
needed care.
3. Reduce the five year experience threshold outlined in (3)(b)(3) to no more than 2 years. We
appreciate that the Department has provided an experience-based option for medical director
certifications, but it will be difficult for FQHCs to employ physicians with five or more years of
experience in addiction . Reducing the years of required experience would be more consistent
with DEA requirements and board certification eligibility - under federal law, physicians who have
prescribed buprenorphine for at least one year to 100 patients to increase their patient load to
275, which we understand to be a threshold for presumptive board certification eligibility. We
understand the 275 patient load demonstrates competence that correlates with board eligibility
standards .
4. Provide an option in which medical directors can demonstrate experience through number
of patients treated. This would avoid the confusion of layered, inconsistent standards between
the state and DEA and increase the likelihood that FQHCs could employ medical directors that
meet the Department's requirements. Additionally, this would be a more accurate measure of
experience since physicians can treat varying numbers of patients over an annual period .
DR. MARY BUFWACK, PhD, CEO EMERITUS, NEIGHBORHOOD HEAL TH: I know there was a great
deal of concern about the five years of experience . I understand the concern cause often times it's usually
talked about in terms of hours of treatment experience as opposed to years. And five , often times a
physician doesn't even stay with us for five years and the opportunity to be in settings where there's been
MAT services provided before are, in fact, very limited for many of the physicians that are serving in
underserved areas. So I would say establishing some number of hours for something that can be
accomplished perhaps reasonably with 25 percent of a practice maybe in a year. So if it's usually a 40hour week if an individual is spending 10 hours a week in treatment for a year, it seems to me that might
be sufficient. And I think we could certainly give that some thought and send additional comments on that.
We understand the desire for experience in the individual who is medically directing the program but the
experience can be for the 149 patients but setting it at 5 years you might as well require board
certification at that level.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: The original
rule does not need to be changed with the exception of adding "The American Board of Preventative
Medicine. " There are a number of physicians who are board certified by the American Board of Addiction
Medicine and that certification is valid until its' expiration date.

One thing we have some heartburn and concern about is under staffing qualifications for the medical
director. We believe that the department really needs to remove the 5 years of documented experience
and the "treatment of persons who are addicted to alcohol or other drugs" so we would submit that
number 3 needs to be striked entirely. Number 2 I feel like it was kind of condensed from the original rule.
It only allows for board certification of the American Board of Preventative Medicine, however, we still
have a Board, an American Board of Addiction Medicine and there are still physicians that are actively
certified in that and it doesn't expire for a number of years so we would ask that the department not
change the original rule that is currently in place but rather add certification by the American Board of
Preventative Medicine in that definition.
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We also believe that the fact that somebody is board eligible to take an exam that should be completely
sufficient to serve as the medical director.
Just one more comment about the five years of documented experience, that five years could mean a
multitude of things. It's not clear at all actually. We have physicians in this space that work four hours one
month and they've been doing it for years. We've got physicians that work forty hours a week and have
been doing it for five years so having the year's piece is not necessary. We would submit that board
eligibility is sufficient.
The five (5) years of documented experience needs to be absolutely removed . There is no way to
accurately track 'five years.' Moreover, there is no clear definition of 'years .' Some physicians work 4
hours per week and have done such for five years. Does that put that physician in the same category as
one who has worked 20 hours per week for five years? We would argue that it does not. The rule should
require Board Certification , fellowship training, or board eligible to take the exam; no other options.

MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEAL TH SOLUTIONS: I
agree [with the TN Recovery Coalition] . This is why board certification should be required to eliminate the
question of qualification . I'd remove board eligible if it was my call to avoid significant delays on part of the
MD.
MICHAEL BARON, MD, MPH, MEDICAL DIRECTOR, TMF-PHP, TENNESSEE MEDICAL
FOUNDATION: The American Board of Addiction Medicine (ABAM) is still an active and recognized
Board for Addiction Medicine. ABAM is not recognized by the American Board Medical Specialties
(ABMS) which is why ABAM worked to have the American Board of Preventative Medicine (ABPM)
accept a sub specialty tract for Addiction Medicine. ABPM is an ABMS recognized specialty. The
qualifications for the ABPM-subspecialty in Addiction Medicine and ABAM are virtually identical. So
certification as an addiction specialist should include certification or maintenance of certification by the
American Board of Addiction Medicine (ABAM) as well as the ABPM - Addiction Medicine.
My first comment is related to what was already addressed by Mr. Trivette about ABAM certification. The
American Board of Preventative Medicine does not exempt or override ABAM certification. ABAM
certification still exists. So to remove that is just kind of wrong. Most addiction medicine specialists still in
the state are, a higher amount, are under ABAM certification than the American Board of Preventative
Medicine. That will change over the years but not yet.
Also, five years of experience is pretty nebulously defined as was already described . One of the problems
that I have is that a lot of primary care physicians are not experienced at all and they're not going to be
running one of these types of clinics but like in pain management there's no experience that way. They
have to be board certified or in the certification process.
The time requirement for experience needs to match the time requirements for American Board of
Addiction Medicine (ABAM) and American Board of Preventative Medicine (ABPM) listed below.
The following is directly from the ABPM-Addiction Medicine website:
"Time in practice: Applicants must submit documentation of a minimum of 1,920 hours in which they were
engaged in the practice of Addiction Medicine at the subspecialty level; this minimum of 1920 hours must
occur over at least 24 of the previous 60 months prior to application . The minimum of 24 months of
practice time need not be continuous; however, all practice time must have occurred in the five-year
period preceding June 30 of the application year. Practice must consist of broad -based professional
activity with significant Addiction Medicine responsibility. Applicants must also demonstrate a minimum of
· 25% (or 480 hours) as Direct Patient Care. Addiction Medicine practice outside of direct patient care ,
such as research, administration , and teaching activities, may count for a combined maximum of 75% (or
1440 hours.
Only 25% (480 hours) of general practice can count towards the required hours for the Practice Pathway,
and the remaining 75% must be specific Addiction Medicine practice."
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TIMOTHY SMYTH, MD, TSAM: TNSAM endorses the following comments made by our national chapter
(ASAM) germane to this Rule. I request these comments be addressed on TNSAM and my behalf: "This
should also include certification from the American Board of Addiction Medicine."
I agree with Dr. Baron and Dr. Trivette on the 0940-05-35-.20(3)(b)2. We should include ABAM
certification.
This "credential" is ambiguous and rife with the potential for abuse/falsification. If the purpose of defining
who may be a Medical Director is to ensure that the individual has the requisite knowledge and
experience to deliver high quality care and oversight, then 0940-05-35-.20(3)(b)3. should be removed.
Regarding five years of experience just seems incredibly nebulous. If you want to be more specific, for
example, to sit for the board , for ABAM board originally I had to demonstrate I think it was five years of
full-time experience and I'd been practicing pain management for twenty-five years and they allowed me
20% of that time to be dealing with addiction so I was able to fit the qualifications that way. So to me, you
know, just saying we have to be board certified by ABAM or board of preventative medicine or board
eligible will give you the best criteria. I think that's in agreement with Dr. Baron and Mr. Trivette from the
Tennessee Recovery Coalition but just simply saying five years is too nebulous.
TDMHSAS Response: Pursuant to several comments, the Department has revised the Rule
0940-05-35-.20(3)(b) to make clear that those certified under the American Board of Addiction
Medicine (ABAM) are eligible to serve as a facility medical director. Additionally, in response to
several comments, the Department has revised the rule to add an additional eligibility criteria for
serving as a medical director at an OBOT (addiction specialist as defined by TOH), removed the
proposed five years of documented experience qualification, and created an exemption for
facilities meeting certain criteria related to accreditation.
Furthermore, the process for applying for a waiver of certain departmental rules
requirements is detailed in Rule 0940-05-02-.19, should a facility desire to seek a waiver. The
Department believes the revisions made to the Medical Director Qualifications lend themselves to
expanding the eligible pool of individuals qualified to serve in this capacity while still holding
facilities and/or their medical directors to a high standard.
0940-05-35-.20(3)(e) Personnel and Staffing Requirements
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: Does this
supersede the rule regarding counseling and who can perform it? We should not require the counselors
to be licensed or certified as that may not be attainable in every circumstance. I know this is also in the
original rule.
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEALTH SOLUTIONS: I
agree licensure should not be required if a supervisor is on-site, i.e., LPC, LCSW, Psych. We need to
raise the standard on the 'who' is a counselor. More emphasis on educational credentials; Bachelor or
Masters in social work, counseling, etc.
TDMHSAS Response: The Department acknowledges the comments above, however, the
provision to which these comments are directed is unchanged in the rule from the current
effective version of the rule. For these reasons, the Department does not adopt the changes
suggested by these comments.
0940-05-35-.20(4) Personnel and Staffing Requirements
TERRI SABELLA, CEO, TPCA: We recommend providing organizations with the ability to random
drug screen non-clinical employees at the organization's discretion [Emphasis added by TPCA].
Drug screens on an annual basis for all employees may prove cost prohibitive for community health
centers.
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TDMHSAS Response: The Department agrees with these comments, in part, and has
revised Rule 0940-05-35-.20(4) so that these drug screen requirements only apply to employees
whose job descriptions include direct patient interaction for OBOT services. The Department
contends these individuals will be working with vulnerable individuals and this requirement is a
reasonable requirement to ensure patient safety and quality care and prevent diversion.

Chapter 0940-05-36 Minimum Program Requirements for Nonresidential Office-Based Opiate
Treatment Facilities with Dispensing Authorization
MICHAEL TINO, MD, FASAM, DABAM, DOCTORS ASSISTED WELLNESS & RECOVERY CTR, LLC:
I would like to submit some information that I have gathered and instituted prior to the new rule proposals.
I had previously done significant research on physician office medication dispensing including safety and
security measures, compliance with DEA regulations, and reporting measures to the state CSMD. I
previously submitted some of this information to Mr. Alex King for review and at one point I mentioned to
Mr. King all interested parties were welcome to come by the office to review and discuss a dispensing setup.

Regarding the upcoming Rulemaking Hearing, I wanted to submit to you a very simple and compliant
means of physician in-office dispensing . I discovered a system with "Pharmalink" which includes patient
medications that are shipped to a proper DEA registered location in the registered physicians name. The
system includes software that maintains inventory of all medications received at the office and dispensed
from the office up to the moment. Medications are ordered by the physician and received in pre-sealed
child proof containers based on prospected need for the upcoming 30 days. Dispensed medications are
then automatically reported to the state CSMD within 48 hours. The running inventory is kept up to date in
real time and includes reports of all individuals as well as total dispenses completed.
Patients are given an option to fill their prescription at any pharmacy of their choice, with one option being
to fill at their prescribing physician's office. They are also notified they have privacy protection under 42
CFR Part 2, and give permission and waiver the right for reporting purposes to the State CSMD, in order
for the dispensing physician to meet the states reporting guidelines for all opioid prescriptions.
As an example of how the above system works:

The physician has seen a client whom is stable on Suboxone 8 mg tablets (2 sublingual tablets
daily). The client is seen regularly every 2 weeks, and compliant with all phases of treatment.
The physician has previously ordered a pre-filled, pre-sealed bottle of Suboxone 8 mg tablets,
#28 tablets.
Client wishes to fill prescription on site. CSMD was checked at patient check in and last filled Rx
was from 2 weeks ago at local pharmacy and due to be filled .
Prescribing -Dispensing physician enters patient data into Pharmalink software system, along with
instructions for taking medication and number of days supply. Pre-sealed bottle of #28 Suboxone
tablets is retrieved from medication safe, and scanned by barcode into system.
Medication label is generated including all required information, (Prescription number, date of Rx,
patient name, Name, address and phone number of clinic and prescribing-dispensing physician,
name of drug, instruction for use, expiration date, controlled substance precautionary statement
regarding illegal transfer to anyone else) . Drug safety information sheet is included with
prescription .
The patient is instructed to return to pick up prescription at prearranged time for enhanced
security of clinic and patient. Patient signs for prescription including initials for above mentioned
waivers.
The Pharmalink system is excellent and includes all necessary accountability measures included. There
is no need for a consultant pharmacist due to ease of use with this system along with built in Inventory
Control and printable Reports. They also offer any assistance needed in case of data entry errors, etc.
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In reference to the aforementioned, I believe that OBOT facilities that utilize such programs should be the
only facilities given authority to dispense Buprenorphine medications.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: Going back
to the dispensing piece of it. I'd mentioned that program and I know there's been some concern about the
pharmacist and things like that and I don't want to disparage any pharmacists cause you know I love you
guys and you guys have done a fantastic job in all of our roundtables and all that. But I would think that
the department should say that hey, before we can approve it (Pharmalink], there has to be evidence, you
guys have seen the software, the knowledge, that it will report to the CSMD before approval to try to
eliminate a lot of that concern .
TIMOTHY SMYTH, MD, TSAM: The most important comments I wanted to make today is regarding
OBOT Plus. As you guys know, I had a great interest in dispensing at my clinic, you know, from the getgo. Whether I wanted to go through the red tape was the only hurdle and now there's more red tape so
it's even more of a hurdle.
TDMHSAS Response: The Department acknowledges these comments. Facilities are
required to comply with all state, federal, local laws, rules, and regulations. The Department
contends that these Rule requirements represent reasonable standards to allow OBOT Pluses to
dispense buprenorphine containing products while also ensuring patient safety and quality care.
0940-05-36-. 02(2)(j) Definitions
BRAD LAMPLEY, ADAMS AND REESE LLP: Thank you for your consideration of the following
comments to the above-referenced rules, which are being offered on behalf of our client, lndivior. My
client is concerned that the rules as drafted may serve to limit access to the care set forth in Public
Chapter 674, which passed during the 2018 legislative session . That law serves to expand the types of
patients who may be prescribed buprenorphine mono or buprenorphine without use of naloxone for the
treatment of substance abuse disorder, to those circumstances where the substance is directly
administered by the health care provider at the premises. This Public Chapter is specifically intended to
address advancements made in medically assisted treatments, where FDA-approved long acting
injectables administered onsite by health care providers -- under an FDA-mandated restricted distribution
system -- can be effective treatments for opioid addiction, and which should substantially reduce the
potential for diversion that exist with other treatments.
Specifically, lndivior requests that the proposed regulations be modified to account for the specific
method of delivery/administration set forth in Public Chapter 674, where the controlled substance is
lawfully injected or implanted into the patient, and that such practice not be considered as "dispensing" as
set forth at proposed section 0940-05-36-. 02(2)U) to render a facility an OBOT Plus. Such a modification
would make the regulation consistent with the new Federal law signed by President Trump last week
(these comments were submitted to TDMHSAS in late October 31, 2018). That law does not change the
Federal CSA definition of "dispense," but instead clarifies that a pharmacy may deliver an injectable or
implantable buprenorphine maintenance or detoxification treatment medication to a provider that
administers -- but does not dispense -- the substance by injection or implantation , thus carving this
specific method of delivery from the definition of "dispensing."
The new Federal statute provides in pertinent part as follows :
SEC . 3204. DELIVERY OF A CONTROLLED SUBSTANCE BY A
BE
ADMINISTERED
BY
INJECTION
OR
PHARMACY TO
IMPLANTATION .

(a) IN GENERAL- The Controlled Substances Act is amended by inserting after section 309 (21 U.S.C.
829) the following : "DELIVERY OF A CONTROLLED SUBSTANCE BY A PHARMACY TO AN
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ADMINISTERING PRACTITIONER "SEC . 309A. (a) IN GENERAL. Notwithstanding section 102(10), a
pharmacy may deliver a controlled substance to a practitioner in accordance with a prescription that
meets the requirements of this title and the regulations issued by the Attorney General under this title,
for the purpose of administering the controlled substance by the practitioner if"(1) the controlled substance is delivered by the pharmacy to the prescribing practitioner or the
practitioner administering the controlled substance, as applicable, at the location listed on the
practitioner's certificate of registration issued under this title;
"(2) the controlled substance is to be administered for the purpose of maintenance or detoxification
treatment under section 303(g)(2) and"(A) the practitioner who issued the prescription is a qualifying practitioner authorized under, and acting
within the scope of that section; and
"(B) the controlled substance is to be administered by injection or implantation;
"(3) the pharmacy and the practitioner are authorized to conduct the activities specified in this section
under the law of the State in which such activities take place;
"(4) the prescription is not issued to supply any practitioner with a stock of controlled substances for the
purpose of general dispensing to patients;
"(5) except as provided in subsection (b}, the controlled substance is to be administered only to the
patient named on the prescription not later than 14 days after the date of receipt of the controlled
substance by the practitioner; and
"(6) notwithstanding any exceptions under section 307, the prescribing practitioner, and the practitioner
administering the controlled substance, as applicable, maintain complete and accurate records of all
controlled substances delivered, received, administered , or otherwise disposed of under this section,
including the persons to whom controlled substances were delivered and such other information as
may be required by regulations of the Attorney General.
"(b) MODIFICATION OF NUMBER OF DAYS BEFORE WHICH CONTROLLED SUBSTANCE SHALL BE
ADMINISTERED."(1) INITIAL 2-YEAR PERIOD.-During the 2-year period beginning on the date of enactment of this
section , the Attorney General , in coordination with the Secretary, may reduce the
number of days described in subsection (a)(5) if the Attorney General
determines that such reduction will"(A) reduce the risk of diversion; or
"(B) protect the public health.
"(2) MODIFICATIONS AFTER SUBMISSION OF REPORT.- After the
date on which the report described in section 3204(b) of the SUPPORT
for Patients and Communities Act is submitted , the Attorney General , in
coordination with the Secretary, may modify the number of days
described in subsection (a)(5) .
"(3) MINIMUM NUMBER OF DAYS.- Any modification under this
subsection shall be for a period of not less than 7 days.".
(b) STUDY AND REPORT.- Not later than 2 years after the date of
enactment of this section, the Comptroller General of the United States
shall conduct a study and submit to Congress a report on access to and
potential
diversion of controlled substances administered by injection or
implantation.
(c) TECHNICAL AND CONFORMING AMENDMENT. - The table of
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contents for the Comprehensive Drug Abuse Prevention and Control Act
of 1970 is amended by inserting after the item relating to section 309 the
following:
"Sec. 309A. Delivery of a controlled substance by a pharmacy to an
administering practitioner."
Again, lndivior is not requesting that Tennessee alter the definition of "dispense," but rather permit
physicians to receive and administer lawfully prescribed, injectable/implantable buprenorphine
dependence treatment products without characterizing and regulating that activity as "dispensing."
lndivior respectfully requests that it be made clear that administration by injection of an FDA-approved
buprenorphine product in a long acting injectable form (LAI) does not render a facility an OBOT-Plus, and
recommends the following revision to subsection 0940-05-36-.02(2)(a), as indicated by the bold and
underlined language below.
(2)(a) "Nonresidential office-based opiate treatment facility with dispensing authorization" or "Facility" or
"OBOT Plus" is a service entity that includes, but is not limited to, stand-alone clinics, treatment
resources, individual physical locations occupied as the professional practice of prescriber or prescribers
licensed pursuant to Title 63, or other entities prescribing and dispensing products containing
buprenorphine, or products containing any other controlled substance designed to treat opioid use
disorder by preventing symptoms of withdrawal to twenty-five percent (25%) or more of its patients or to
one hundred fifty (150) or more patients. An association by contract, fee for service, business
arrangement, or two or more unaffiliated authorized providers with a DATA 2000 waiver operating at the
same physical location and who dispense product containing buprenorphine shall be considered an
OBOT Plus. Notwithstanding 0940-05-36-.02(2)(j), practices that administer buprenorphine
products as otherwise permitted by law, but do not dispense such products, do not fall within the
definition of OBOT Plus. (Emphasis added by Adams and Reese LLP]. An OBOT Plus does not include
any facility that meets the definition of a nonresidential substitution-based treatment center for opiate
addiction.
Please do not hesitate to contact me if you have any questions. Thank you for your consideration.

TREY MOORE, VICE PRESIDENT OF GOVERNMENT RELATIONS, ACADIA HEALTHCARE, INC.:
Acadia Healthcare, Inc. appreciates TDMHSAS staff's diligence in drafting the above referenced rule and
respectfully submits this comment for the Department's consideration.
At the issue is the definition of "dispense" at 0940-05-36-.02(2)0). Specifically, Acadia draws TDMHSAS
staff's attention to the inclusion of "administering" within the definition and is concerned that such
inclusion within the definition of "dispense" creates confusion with respect to P.C.
978(https://publications.tnsosfiles.com/acts/110/pub/pc0978.pdf), which appears to distinguish the two
terms:

Notwithstanding any other law, the dispensing of buprenorphine products is prohibited by any
person or entity unless (Emphasis added by Acadia] the dispensing is done by a nonresidential officebased opiate treatment facility, as defined in § 33-2-402, with approval from the department of mental
health and substance abuse services, a nonresidential substitution-based treatment center for opiate
addiction as defined in § 33-2-402, a pharmacy licensed under title 63, chapter 10, or a hospital licensed
under title 33, or title 68, chapter 11. This subsection (g) does not apply to the administering of
buprenorphine products or otherwise permitted by law. Tenn . Code Ann. 53-11-311 (g)(1 )(A)
(emphasis added by Acadia]
Reading the statute with the 36.02(2)0) definition renders the provision nebulous with respect to
administering (i.e. on-site supervised consumption) of buprenorphine. The "notwithstanding any other
law" clause arguably would be negated by the "does not apply ... as otherwise permitted by law" clause
within the same subsection.
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Acadia respectfully suggests TDMHSAS staff consider rewriting the definition to distinguish and/or
exclude administration (i.e. supervised on-site consumption) of buprenorphine from the rule's definition.
For guidance, the Department may consider the definition in the Prescription Safety Act of 2016 (i.e. "to
physically deliver a controlled substance ... with the intent that it be consumed away from the
premises ... ")( Tenn. Code Ann. §53-10-302(8)), as well as TDMHSAS rules governing Non-residential
Opioid Treatment Program Facilities ("to prepare and give out more than one single dose ... ")( Rules and
Regulations of the State of Tennessee, 0940-05-42.01 (2)(h).).
Acadia again thanks the Department for its considerable effort in drafting the proposed rules and the
opportunity to comment.
TDMHSAS Response: The Department agrees with the comments above and has revised
the definition of "dispense" in Rule 0940-05-36-.02 so as to not include references to
"administering" and to be consistent with T.C.A. § 63-10-204(14) relative to pharmacies.

0940-05-36-. 02(2)(v) Definitions
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: This needs
to be completely removed in form and concept. A facility should not be required to employ or contract with
a pharmacist. This is physician dispensing within an OBOT setting. The liability and accountability
ultimately rests with the physician, not a pharmacist.
MICHAEL MANNING, VP OF OPERATIONS AND COMPLIANCE, CATALYST HEALTH SOLUTIONS: I
agree [with the TN Recovery Coalition]. Also, I would emphasize the difference between a dispensary and
pharmacy. My understanding is a "dispensary" is not under the jurisdiction of the pharmacy board. Some
ASC accrediting bodies require a quarterly pharmacist inspection to ensure proper storage and
documentation of controlled substances. This is typically met through a pharmacy consultant.
TDMHSAS Response: The Department agrees with the comments above regarding the role
of this pharmacist and the pharmacist's involvement in OBOT Plus facilities. Accordingly, the
Department has replaced the term "pharmacist-in-charge" with "consultant pharmacist" but has
otherwise left the definition unchanged. The Department contends that the role of the consultant
pharmacist strikes a balance between ensuring accountability for the labeling, dispensing, and
storage requirements for buprenorphine, and access to the medication through physician
dispensing. The Department contends that the ultimate responsibility for dispensing still lies with
the physician.

0940-05-36-. 04(2) Licensing Criteria AND 0940-05-36-.09(6) Inventory
MICHAEL BARON, MD, MPH, MEDICAL DIRECTOR, TMF-PHP (TENNESSEE MEDICAL
FOUNDATION): What I worry about and what has been echoed is that some of these rules limit access.
And I think one that limits access especially in metropolitan areas is the restriction of no more than two
OBOT Plus facilities in the same county. So that treats basically Shelby County like Union County or like
Robertson County or Montgomery County. So there's no relation to population density which doesn't
make sense to me. Again , it does restrict access to the metropolitan areas where more people live. Knox,
Davidson, Williamson, Shelby are all pretty dense areas and not even healthcare shortage areas so
you're limiting them to two OBOT Plus treatment facilities within those metropolitan areas. I worry that that
limits access.

This rule would be somewhat logical if all 95 counties had equal population densities, but they don't.
Shelby county has a population of @950K whereas Pickett county has a population of about 5,000. So,
Shelby County is limited to 2 OBOT Plus clinics for a population of 950,000. Healthcare is generally
based on patient populations not county lines. Limiting metropolitan counties to 2 OBOT Plus clinics is
arbitrary, restrictive and will grossly limit healthcare resources . Imagine if certificates of need for hospital
beds were given out on a per county limit. If so, then Davidson county would be limited to an equal
number of hospitals as Perry county.
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The 1O mile restriction is also illogical as it bases access on geographic distance not on population
density.
TIMOTHY SMYTH, MD, TSAM: I want to echo what Dr. Baron just said. Treating every county the same.
Addiction, particularly opioid deaths is happening more frequently for urban counties that have more
widespread pharmacists and pharmacies not available. And with apologies I'd also like to mention
something pointed out by the National Chapter, ASAM, in that they talk about the fact that the doctors,
you know, there are new formulations coming on board and it has been my experience in getting
pharmacies to order and carry these has not been the easiest thing because they may sit on the shelf for
a while and they may not move. Sometimes they have minimal ordering amounts and that kind of thing
whereas hopefully an OBOT Plus could order what they need for that patient and get it in and administer
it. So again, that allows easier access to care and the patient doesn't have to go to the pharmacy and get
that. So that's the other thing I wanted to mention when it comes to limiting the availability of OBOT Pius's
to exist improving the inadequacy of current pharmacies. Thank you.
These two sections independently, and especially together, work synergistically to accomplish the goal of
limiting the opportunity for a practitioner to open an OBOT Plus. All governmental health agencies (e.g .
NIDA, NIH, CDC), national standard guidelines (e.g . ASAM, American Academy of Addiction Psychiatry)
and the peer reviewed published professional literature inform us that access to care and maintaining
patients in treatment, especially Medically Assisted Treatment (MAT), combined with individualized
counseling and wrap around services, is the key to limiting overdoses and overdose deaths. As described
below, an OBOT Plus allows expanded access to MAT and can decrease the stigma associated with
addiction treatment. By reducing stigma, and the concomitant anxiety associated with seeking care for
addiction, an OBOT Plus can bring more patients into care and maintain them in care. Placing arbitrary
barriers for opening and OBOT Plus will defeat this purpose.
The points I want to make is that the two sections I'm referring to is 0940-05-36-.09 and 0940-05-36-. 04.
Under .04 it's section 2 a, band c. And under 0940-05-36.09 pharmacist-in-charge. You know, these can
be done but it's going to make the costs prohibitive. I'm not sure how I go about proving the adequacy of
pharmacy services and having an arbitrary limit on how many OBOT Plus it can be in any county. Seems
to me to be a barrier to limiting care. When I talk to my colleagues that want to open up an OBOT Plus,
they have three main reasons for doing so. One is to help reduce the stigma and personal
embarrassment experienced by patients. We've had this discussion many times. When you go to a
pharmacy, many, many times the pharmacy employees treat these patients with addiction differently. I'm
not trying to say that all of them do but enough of them do that it becomes a barrier to treatment for them.
The most common co-occurring psychiatric diagnosis with addiction is social anxiety disorder. These
people hate going to the grocery store. They hate going to Walmart. They hate going to the pharmacy.
And when they go to a pharmacy they're treated poorly. And some drop out of treatment. Again, it's
anecdotal but myself and my colleagues hear it enough that it's worth considering.
Also, as we've discussed many times, pharmacies report having limited capacity. You know, whether this
is arbitrary, true or not, you know, we've heard some from the TBI and DEA that indeed the suppliers do
put a limit on how many controlled substances they can have. Again, I've had some pharmacies say,
"Well, if you want me to give them the buprenorphine, then you have to write something that is not
controlled for them, too." In an OBOT Plus we wouldn't have that problem.
Also, just as far as the supply goes, one would hope that the supplier could supply the doctor with enough
medicine to treat at least their patients. You know, we have this many patients on this many doses and
we have enough.
Also, my main motivation for doing it is I believe I can offer the lowest price. It seems like, at least in
Northeast Tennessee, the pharmacy that has the greatest availability has the highest cost of its medicine.
You know, up to $10, $12 a pill each. You know, you can get co-pay cards and that kind of thing but it
would be my hope that if the overhead was low enough I could offer the least expensive medicine. It
would also give me the flexibility of patients who were testing positive for crystal meth I have them come
back very soon. I give them a three day supply and they have to come back and they complain pretty
frequently now I got to go to the pharmacy twice. Which again, they're treated poorly. They have the
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anxiety. So I could have them come back in three days, make sure the methamphetamine, cocaine is
gone and see whether they're still appropriate to stay in treatment.
So OBOT Plus I see as limiting the barrier of care, making access easier for patients, and hopefully
lowering the costs for the patients. And by especially having the pharmacist-in -charge, which as Mr.
Trivette mentioned , OTPS, we have one at Overmountain on a part-time basis for consultation but we're
not required to have one. It's just, pharmacists are expensive. They really are because we did investigate
that early on cause , to jump through the hoops we thought we'd hire a pharmacist to jump through the
hoops for us but it was too expensive at that time.
So I think that's a summary of my comments. I appreciate all you guys do.
Tennessee Society for Addiction Medicine (TNSAM) members who are considering establishing an OBOT
Plus do so for one or more of the following reasons :
1.

To help reduce stigma and personal embarrassment experienced by their patients. Many
employees of pharmacies stigmatize patients with Opioid Use Disorder (OUD) and treat them
much differently (i .e. poorly) than they treat other patients. Furthermore, Social anxiety disorder is
the most common co-occurring psychiatric disorder experienced by people with addiction . Simply
entering a pharmacy causes anxiety for these patients. The added stigma brought on by
pharmacy employee prejudice compels them to leave treatment. Members of TNSAM have heard
this story hundreds of times. Although anecdotal, the number of stories cannot be ignored .
2. Pharmacies report limited capacity to treat patients with OUD . An OBOT Plus should be able to
obtain enough medication for their patients. It is the perception of the providers that the limit
placed by pharmacies is arbitrary; although limitations placed by suppliers has recently come to
light.
3. An OBOT Plus would be able to offer medication to their patients at the lowest price. All
individuals I have interviewed verbalize this cost savings they can pass on to their patients as a
motivational factor for opening an OBOT Plus. The cost of the medication varies greatly from one
pharmacy to another. It often appears that the only pharmacy with availability if the most
expensive pharmacy. Placing these requirements for obtaining an OBOT Plus is unnecessarily
burdensome, and will discourage doctors from helping their patients as outlined above because
of "too much red tape".
TNSAM further endorses the following comments made by our national chapter (ASAM) germane to this
Rule. I request these comments be addressed on TNSAM and my behalf: "The licensing of an OBOT
facility that can dispense shouldn 't be based on how many pharmacies are in the area and whether those
pharmacies carry certain buprenorphine products and dispense. The licensing of these types of facilities
has to do with ensuring physicians in OBOTs are adequately regulated to effectively dispense
buprenorphine directly to the patient, particularly for new formulations such as injectable and implantable
buprenorphine. There is nothing being enacted that ensures pharmacies that dispense will require the
pharmacists to be updated and trained on dispensing buprenorphine, particularly the new formulations.
As a result, the proximity of a pharmacy in the area, even one that stocks buprenorphine, doesn't
necessarily mean the pharmacists there will be trained and willing to dispense buprenorphine directly to
the patient, particularly the new formulations , which is one reason why OBOT Pius's are needed in the
state. In addition, large, rural counties may not have any pharmacies that dispense any formulations of
buprenorphine, so the limit on two OBOT Pius's per county is not based on any evidence."

MICHAEL TINO, MD, FASAM, DABAM, DOCTORS ASSISTED WELLNESS & RECOVERY CTR, LLC:
The department should also remove the rules regarding a facility having to identify pharmacies or other
OBOT + licensees within a certain radius . The fact of the matter is that if a physician wishes to dispense
from within an OBOT + setting then he/she should have the opportunity. There are a number of factors
that go into the decision wishing to dispense. My patients have encountered stigma from a number of
pharmacists and pharmacies in addition to higher costs of medications. I can understand if the
department wishes to limit an OBOT + license to no more than two or three licensees per county, but the
fact that a pharmacy may be nearby should not exclude the issuance of an OBOT + license. Lastly, we
have encountered supply issues within pharmacies that have caused patients to have to seek other
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pharmacies, who may or may not have adequate supply. Nonetheless, the department should only
approve facilities that utilize programs such as 'Pharmalink.'
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: This should
not have any impact whatsoever as to allowing a physician to dispense from an OBOT setting. The
department is failing to factor in costs, ease of access, relationships with surrounding pharmacists
(stigma), supply/accessibility, and what the physician feels is best for the patient within the rules and
guidelines. This section needs to be completely reconsidered or removed. The department has the
authority to choose who or who does not receive authority to become an OBOT+. The two per county rule
is also an issue in that it does not account for the size of each county.
We believe this is pretty limited. There are other circumstances besides this regarding pharmacies within
ten miles or a lack of pharmacies and things like that. As many of you know at this table we have
encountered stigma issues. We have encountered supply issues where pharmacies have not been able
to carry things and also costs. This is physician dispensing within an OBOT setting and so we would
argue that 0940-05-36-.04(2)(c) should stay regarding OOT Plus within 10 miles and no more than two
per county. That that should stay but that it should not be limited in argument to the first two regarding
pharmacies because there could be a multitude of factors that go into that.
TDMHSAS Response: Upon consideration of the comments above and the totality of the
Rule's requirements, the Department agrees and has removed the requirements previously found
in Rule 0940-05-36-.04(2), which required potential licensees to provide documentation of proof of
insufficient pharmacy services in order to receive an OBOT Plus license.
Additionally, Rule 0940-05-36-.04 has been reorganized and revised in part to provide
clarity to the OBOT Plus application process and criteria.

0940-05-36-.06(3) Recordkeeping
MICHAEL BARON, MD, MPH, MEDICAL DIRECTOR, TMF-PHP, TENNESSEE MEDICAL
FOUNDATION: OBOT Plus facilities must report all medications dispensed to the CSMD, as defined in
Rule 0940-05-35-. 02(2)(d) , to the extent permitted by 42 C.F.R. Part 2. Yikes ... If this is enforced we will
have 2 patient populations, those that go to a non OBOT Plus facility and those that do. Mental Health
and addiction patients have been having their medications reported to the CSMD since its inception. A
patient with alcohol use disorder that gets put on an outpatient diazepam taper gets reported to the
CSMD. A patient with Opioid use disorder that gets treated at a psychiatrist office gets reported to the
CSMD.
Not having controlled substances documented in the database is a GIANT STEP BACKWARDS. When
that OBOT Plus patient goes to the doctor, ED or walk-in-clinic it is exceedingly important to know that
they are on MAT. This helps to prevent relapse , drug to drug interaction and promotes interaction
between patient and provider.
As permitted by 42 C.F .R. Part 2 should not be a part of this decision. It is bad enough that OTP clinics
do not report to the CSMD. Let's not create 2 patient populations. Doing so probably creates more
constitutional problems for DMHSAS, than does 42 C.F.R .
The other one which I really feel strongly about is on page 19 on the redline version about the OBOT Plus
number 3. The controlled substances monitoring database is probably the most powerful screening tool
we have to look for aberrant behavior, substance use disorders, and to exempt OBOT Plus as permitted
by 42 CFR Part 2 is wrong . I know that federal law trumps state law but what federal laws, we sometimes
choose what federal laws we want to listen to such as medical marijuana. And clearly that is against
federal law but many states are, and we're probably going there here as well, hopefully not under my
watch but we probably will . So I would not want to create two patient populations, ones that get registered
in the CSMD because they go to a local physician for their buprenorphine and then have an exempt
group that are getting treated in OBOT Plus type of clinic. I think that creates two populations. That's one
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and two, when a patient is treated in the emergency room or other avenues it's really important to know if
they're on buprenorphine or methadone or naltrexone or receiving MAT somewhere. Not to discriminate
but to treat them appropriately so they absolutely need to be registered in the CSMD. I think leaving that
outlet as is exempt by 42 CFR well substance abuse treatment is very confidential, it absolutely is. But
our CSMD, we don't want to go in reverse with that. It's a very powerful clinical tool that we just need to
utilize across the board . If we could utilize that for OTPs that would be great, too but I know that's not
what we're talking about today. And that's all I have. Thanks.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: There needs
to be a rule that only allows physician dispensing in these settings where a program or service is utilized
that reports to the CSMD; such as 'Pharmalink.' OR The facility should not have to employ a pharmacist
(which they should not be required to anyways) if the physician utilizes programs such as the
aforementioned.

Regarding reporting to the CSMD. I think everyone's biggest concern is that very thing - reporting to the
CSMD. We would submit that in order for an OBOT physician to dispense out of the OBOT Plus setting
they would have to utilize a program such as Pharmalink, that that would be a mandatory, mandate if you
will. There are other programs out there that operate similarly to that but we know for a fact that that
program does report to our CSMD and it solely operates off of physician dispensing. So we would submit
that a program would have to be utilized that did that. I would also ask the department to look specifically
into that. I know that you guys probably don't want to list company names. I know that regarding benzos
we've listed the clonepan by name but if it could be such as a program like that.
TDMHSAS Response: Pursuant to PC 978, Section 7 (2), OBOT Pluses shall "check the
controlled substance database prior to dispensing, and enter the amounts dispensed into the
controlled substance database, to the extent permitted by 42 CFR Part 2." The Department
contends that these rules cannot conflict with applicable federal statute and/or regulations,
including 42 C.F.R. Part 2, and therefore the Department can only require an OBOT Plus to report
medications dispensed to the extent permissible by law. OBOT Plus facilities will be participating
in the Central Registry even if they are not submitting to the CSMD, and this requirement will allow
for additional patient safety measures by preventing dual enrollment.
For these reasons, the Department does not adopt the changes suggested by these
comments.

0940-05-36-.08(2) Labeling and Packaging of Buprenorphine Products
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: Are
pharmacists required to do such as well?
TDMHSAS Response: Yes, this requirement mirrors Board of Pharmacy rules.

0940-05-36-.09(6) Inventory
MICHAEL TINO, MD, FASAM, DABAM, DOCTORS ASSISTED WELLNESS & RECOVERY CTR, LLC:
I would also like to submit comment regarding the 'Pharmacist in Charge' proposed rule as well. This
requirement needs to absolutely and unequivocally be removed from the rules. The physician is solely
responsible for the dispensing of the medications and ultimately, the physician is held responsible and
accountable for the dispensing. It adds an unnecessary and arbitrary burden to require a facility to have
to contract with or employ a pharmacist to review information. I have become aware that not even
methadone clinics are required to have such staff. Moreover, weight loss clinics and such are not required
to have a "Pharmacist in Charge" either. Other providers are also allowed to dispense opioids so long as
their dispensing of such does not exceed 50% of their total. In short, the department needs to remove that
requirement, without question.
TIMOTHY SMYTH, MD, TNSAM: I ask the TDMHSAS to provide precedent for the concept of a
"pharmacist-in-charge" in this type of clinical setting . There are Rules and Regulations for Physician run
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clinics to follow when dispensing controlled substances, e.g . weight loss clinics, and family practice
clinics. This added burden will make obtaining an OBOT Plus license prohibitively expensive. A
Tennessee Licensed OTP (methadone clinic) is not required to have a "pharmacist-in-charge" . What is
the reasoning for forcing an OBOT to require a "pharmacist-in-charge"? This requirement seems all the
more arbitrarily burdensome given the fact that the responsibility of proper record keeping ultimately rests
on the dispensing physician, not the pharmacist.
The points I want to make is that the two sections I'm referring to is 0940-05-36-.09 and 0940-05-36-.04.
Under .04 it's section 2 a, band c. And under 0940-05-36.09 pharmacist-in-charge. You know, these can
be done but it's going to make the costs prohibitive . I'm not sure how I go about proving the adequacy of
pharmacy services and having an arbitrary limit on how many OBOT Plus it can be in any county. Seems
to me to be a barrier to limiting care. When I talk to my colleagues that want to open up an OBOT Plus,
they have three main reasons for doing so. One is to help reduce the stigma and personal
embarrassment experienced by patients. We've had this discussion many times. When you go to a
pharmacy, many, many times the pharmacy employees treat these patients with addiction differently. I'm
not trying to say that all of them do but enough of them do that it becomes a barrier to treatment for them.
The most common co-occurring psychiatric diagnosis with addiction is social anxiety disorder. These
people hate going to the grocery store. They hate going to Walmart. They hate going to the pharmacy.
And when they go to a pharmacy they're treated poorly. And some drop out of treatment. Again, it's
anecdotal but myself and my colleagues hear it enough that it's worth considering .
Also, as we've discussed many times, pharmacies report having limited capacity. You know, whether this
is arbitrary, true or not, you know, we've heard some from the TBI and DEA that indeed the suppliers do
put a limit on how many controlled substances they can have. Again, I've had some pharmacies say,
"Well, if you want me to give them the buprenorphine, then you have to write something that is not
controlled for them, too." In an OBOT Plus we wouldn't have that problem.
Also, just as far as the supply goes, one would hope that the supplier could supply the doctor with enough
medicine to treat at least their patients. You know, we have this many patients on this many doses and
we have enough.
Also, my main motivation for doing it is I believe I can offer the lowest price. It seems like, at least in
Northeast Tennessee, the pharmacy that has the greatest availability has the highest cost of its medicine.
You know, up to $10, $12 a pill each. You know, you can get co-pay cards and that kind of thing but it
would be my hope that if the overhead was low enough I could offer the least expensive medicine. It
would also give me the flexibility of patients who were testing positive for crystal meth I have them come
back very soon. I give them a three day supply and they have to come back and they complain pretty
frequently now I got to go to the pharmacy twice . Which again, they're treated poorly. They have the
anxiety. So I could have them come back in three days, make sure the methamphetamine, cocaine is
gone and see whether they're still appropriate to stay in treatment.
So OBOT Plus I see as limiting the barrier of care, making access easier for patients, and hopefully
lowering the costs for the patients. And by especially having the pharmacist-in-charge, which as Mr.
Trivette mentioned, OTPS, we have one at Over Mountain on a part-time basis for consultation but we're
not required to have one. It's just, pharmacists are expensive. They really are because we did investigate
that early on cause, to jump through the hoops we thought we'd hire a pharmacist to jump through the
hoops for us but it was too expensive at that time.
So I think that's a summary of my comments. I appreciate all you guys do.
PAUL TRIVETTE, EXECUTIVE DIRECTOR, TENNESSEE RECOVERY COALITION, INC.: This section
needs to be deleted in its' entirety. The dispensing authority is with the physician, not the pharmacist. The
department is also creating an extra cost and burden to a physician/facility that would like to dispense.
Not even Opioid Treatment Programs are required to have a 'Pharmacist in Charge.' This just simply
needs to be removed .
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Opioid Treatment Programs (OTPs) are not required to have a 'Pharmacist in Charge' nor are clinics that
dispense Phentermine medications. A physician is also allowed to dispense opioid medications so long
as that does not exceed 50% of the total medications dispensed.
The pharmacist has absolutely no authority over the physician and moreover, this is not a pharmacy; this
is physician dispensing within an OBOT setting .
Please remove this requirement in its' entirety.
This is probably going to be the biggest topic of controversy for a number but page 20, number 6
regarding the pharmacist-in-charge. We would submit that that section needs to be removed in its
entirety. This is physician dispensing. The liability and things like that solely fall back onto the physician . It
does not fall back onto a pharmacist. Moreover, this adds an extra burden to a physician or an OBOT
Plus that wants to dispense. Number one, to find a pharmacist that will do it or to contract with that's
willing to do it, have the hours that may be required and the cost that's associated with that. Opioid
treatment programs, which the department licenses as well are not even required to have this. Weight
loss clinics are also not required to have this for the dispensing of phentramine (sic) . Physicians can also
dispense opioids in TN as long as it does not exceed 50% of what they're doing. So I know that there's
some concern about this but this is adding a pharmacist oversight to a physician who is going to
ultimately carry the liability and as previously stated in these rules it requires the physician to notify his or
her board that they're going to be doing dispensing as well. We would submit that that section needs to
be completely striked in its entirety. And that concludes my comments.
TDMHSAS Response: The Department contends that the role of the consultant pharmacist
strikes a balance between ensuring accountability for the labeling, dispensing, and storage
requirements for buprenorphine, and access to the medication through physician dispensing.
The Department contends that the ultimate responsibility for dispensing still lies with the
physician. For these reasons, the Department does not adopt the changes suggested by these
comments.
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Chapter 0940-05-02
Licensure Administration and Procedures
Amendments
0940-05-02-.05 Fees.
(1)

The applicant must submit fees for the processing of the application prior to the Department's
making a determination to grant or to deny licensure. Each initial and renewal application for
licensure must be submitted with the appropriate fees. All fees submitted are non-refundable. The
fee rate is based on the number of distinct categories of service or facility, as applicable, to be
operated at each site. For a residential site, the fee rate is based on the number of beds to be
licensed. A fee must be submitted for each facility and/or service for which licensure is being
sought under the following schedule:
Non-residential Facility Fees Per Site:
One Distinct Category of Service or Facility
Two Distinct Categories of Services or Facility
Three Distinct Categories of Service or Facility
Four Distinct Categories of Service or Facility
More than Four Distinct Categories of Services
or Facilities
Nonresidential Office-based Opiate Treatment Facility
Nonresidential Office-based Opiate Treatment Facility
With Dispensing Authorization

$ 810.00
$ 1,010.00
$ 1,220.00
$ 1,420.00
$ 1,620.00

$ 1,500.00
$ 1,500.00

Residential Facilities Fees Per Site:
Mental Health Hospital Facilities (per bed)

$

175.00

Mental Retardation Institutional
Habilitation Facilities (per bed)

$

175.00

All Other Residential Facilities:
Number of Beds
2-3
4-10
11 - 15
16 - 50
More than 50 beds

$ 200.00
$ 280.00
$ 410.00
$ 810.00
$ 1,220.00

Authority: T.C.A. §§ 4-4-103, 33-1-302, 33-1-303, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-404, 3-2-405,
33-2-406, 33-2-407, 33-2-409, 33-2-413, and Chapter 978 of the Public Acts of 2018.
0940-05-02-. 23 Inspection Fees.
(1)

Pursuant to T.C.A. § 33-2-413(c), the Department is granted the authority to charge a fee in an
amount not to exceed fifty dollars ($50) for an onsite inspection of any facility or service, not
including an onsite initial or annual inspection which shall be charged at the rate applicable under
Rule 0940-05-02-. 05 for all categories of service.

SS-7039 (October 2018)

3

RDA 1693

/')\

The Department shall invoice the applicant or licensee for each applicable inspection. The
applicant or licensee shall pay the inspection fee within thirty (30) days after receipt of the invoice,
unless the current license expires before the end of the 30-day period. If the current license
expires before the end of the 30-day period, the licensee shall pay the inspection fee before the
expiration of the current license.

(3)

The Department may withhold the issuance of a license or suspend or expire an existing license
pending the payment of th e inspection fee fees required under Rule 0940-05-02-.05 or Rule
0940-05-02-. 23.

(4)

Pursuant to T.C.A. § 33-2-406(h)(2)(b), the Department shall apply a reinspection fee of five
hundred dollars ($500) to a nonresidential office-based opiate treatment facility or to a
nonresidential office-based opiate treatment facility with dispensing authorization that the
Department found to be non-comp liant in a prior inspection .

\L./

Authority: T.C.A. §§ 4-4-103, 33-1-302, 33-1-303, 33-1 -305, 33-1-309, 33-2-301, 33-2-302, 33-2-403, 33-2-404,
33-2-413, and Chapter 978 of the Public Acts of 2018.
Chapter 0940-05-35
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment Facilities
Amendments
0940-05-35-.02 Definitions.
(1)

Definitions of general terms used in these rules can be found in Rules Chapter 0940-05-01.

(2)

Definitions specific to this chapter are as follows :
(a)

"Nonresidential office-based opiate treatment facility" or "Facility" or "OBOT" is a service
entity that includes, but is not limited to, stand-alone clinics, treatment resources,
individual physical locations occupied as the professional practice of a prescriber or
prescribers licensed pursuant to Title 63, or other entities prescribing products containing
buprenorphine, or products containing any other controlled substance designed to treat
opioid use disorder by preventing symptoms of withdrawal to fifty twenty-five percent
(2550%) or more of its patients or aRd to one hundred fifty (150) or more patients.
1.

"Nonresidential office-based opiate treatment facility" does not include any facility
that meets the definition of a nonresidential substitution-based treatment center
for opiate addiction, otherwise referred to as a nonresidential opioid treatment
program as licensed under Rule 0940-05-42.

(b)

"Buprenorphine" means a semi-synthetic opioid partial agonist that activates the opioid
receptors but not to the same degree as full agonists such as morphine and heroin , as
well as any FDA-approved pharmaceutical product that contains buprenorphine.

(c)

"Case ManagemenUCare Coordination" means a collaborative process of assessment,
planning, facilitation, care coordination, evaluation, and advocacy for options and
services to meet an individual's and family's comprehensive health needs through
communication and available resources to promote quality, cost-effective outcomes.

(d)

"Controlled Substance Monitoring Database" or "CSMD" means a program administered
by the Tennessee Department of Health to monitor the prescribing and dispensing of
Schedule II, Ill, IV and V controlled substances as set forth by T.C.A. Title 53, Chapter
10, Part 3.

(e)

"Counseling" or "Counseling Session" means a face-to-face individual therapeutic
counseling session lasting not less than twenty (20) minutes with a qualified provider, or
a group educational session of no more than twenty (20) patients and lasting not less
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issues related to the patient's opioid use disorder and shall not include discussions
related to administrative procedures. Telehealth, pursuant to the Tennessee Code
Annotated, may be utilized to facilitate counseling. Attendance of a 12-step program,
such as Narcotics Anonymous, shall not be considered counseling. The Facility shall
document each counseling session in the patient's medical chart.
(f)

"DATA 2000 Waiver" means the registered authority given to a qualified health care
professional by the U.S. Drug Enforcement Administration to prescribe FDA-approved
narcotic medication for opioid detoxification or maintenance treatment pursuant to 21
U.S.C. §823(9).

(g)

"DEA" means the United States Drug Enforcement Administration.

(h)

"Detoxification" or "Detoxification Treatment" means the use dispensing of an opioid
agonist treatment medication in decreasing doses to the patient to alleviate adverse
physical or psychological effects incident to withdrawal from the continuous or substantial
use of an opioid drug and as a method of bringing the patient to a drug-free state within
that period.

(i)

"Diversion Control Plan" means specific measures, including assigning responsibilities to
medical and administrative staff, to reduce the possibility of diversion of controlled
substances from legitimate treatment to illicit use.

U)

"Facility Director" means the person designated by the Facility's governing body who is
responsible for the operation of the Facility, for the Facility's overall compliance with
federal, state, and local laws and regulations regarding the operation of a non-residential
office-based opiate treatment facility, and for all Facility employees including
practitioners, agents, or other persons providing services at the Facility. Non-physician
facility directors shall not supervise medical staff.

(k)

"FDA" means the United States Food and Drug Administration.

(I)

"Governing Body" means the person or persons with primary legal authority and
responsibility for the overall operation of the OBOT and to whom a director/chief
executive officer is responsible. Depending upon the organizational structure, this body
may be an owner or owners; a board of directors or other governing members of the
licensee; or state, city, or county officials appointed by the licensee.

(m)

"Inspection" means any examination by the Department or its representatives of an
OBOT including, but not limited to, the premises, staff, persons in care, and documents
pertinent to initial and continued licensing, so that the Department may determine
whether an OBOT is operating in compliance with licensing requirements or has violated
any licensing requirements. The term inspection includes any survey, monitoring visit,
complaint investigation, or other inquiry conducted for the purposes of making a
compliance determination with respect to licensing requirements.

(n)

"Medical Director" means a physician who meets the qualifications set out in 0940-05-35-49.20(3)(b) and who has been designated by the governing body of the Facility to be
responsible for the supervision of all medical staff at the Facility and the administration of
all medical services offered by the Facility, including compliance with all federal, state
and local laws and rules regarding medical treatment of opioid use disorder.

(o)

"Medical Record" or "Medical Chart" means medical histories, records, reports,
summaries, diagnoses, prognoses, records of treatment and medication ordered and
given, entries, x-rays, radiology interpretations and other written electronics, or graphic
data prepared, kept, made or maintained in a facility that pertains to services rendered to
patients.
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combination with counseling and behavioral therapies, for the treatment of an opioid use
disorder.
(q)

"Multidisciplinary Treatment Team" or "Treatment Team" means professionals, which
may include a licensed physician, licensed physician assistant, licensed nurse, qualified
alcohol and drug treatment personnel, and/or mental health professionals, who assess,
evaluate, or treat a patient.

(r)

"Office of Licensure" means the Tennessee Department of Mental Health and Substance
Abuse Services (TDMHSAS) Office of Licensure.

(s)

"Opiate/Opioid" means a drug that contains opium, derivatives of opium, or any of several
semi-synthetic or synthetic drugs with agonist activity at the opioid receptor.

(t)

"Observed Drug Screen" or "Observed Urine Drug Screening" means a test used to
determine the presence of illicit drugs in an individual's body conducted by and in the
presence of a Facility medical or lab staff or contracted medical or lab staff so as to
ensure against the tampering with or falsification of the results.

(u)

"Patient" or "Service Recipient" shall refer to an individual receiving treatment for opioid
use disorder at an OBOT.

(v)

"Physical Location" means real property on which is located a physical structure, whether
or not that structure is attached to real property, containing one (1) or more units and
includes an individual apartment, office, condominium, cooperative unit, mobile or
manufactured home, or trailer, if used as a site for prescribing or dispensing products
containing buprenorphine, or products containing any other controlled substance
designed to treat opioid use disorder by preventing symptoms of withdrawal.

(w)

"Phases of Treatment" means the induction, stabilization, and maintenance phases
associated with office-based opioid treatment as described in the Clinical Guidelines for
the Use of Buprenorphine in the Treatment of Opioid Addiction: A Treatment Intervention
Protocol published by the Substance Abuse and Mental Health Services Administration's
(SAMHSA) Center for Substance Abuse Treatment (CSAT) .

(x)

"Program Physician" means any physician, including the medical director, who provides
medical services to patients at the Facility.

(y)

"Qualified Provider" means a qualified mental health professional as defined in T.C.A. §
33-1 -101 (20), or a qualified alcohol and drug abuse treatment personnel as defined in
0940-05-01 -.16(7L, or treatment staff operating under the direct supePJision of either a
qualified mental health professional or qualified alcohol and drug abuse treatment
personnel.

(z)

"Relapse" means a process in which an individual who has established abstinence or
sobriety experiences a recurrence of signs and symptoms of active addiction, often
including resumption of the pathological pursuit of reward and/or relief through the use of
substances and other behaviors.

(aa)

"Taper", "Tapering", and "Medically Supervised Withdrawal" are interchangeable terms
for the purposes of these rules.

(bbaa) "TDMHSAS" or "Department" means the Tennessee Department of Mental Health and
Substance Abuse Services.
(ccBb) "Treatment" or "Substance Abuse Treatment" means a broad range of services intended
to assess status, reduce symptoms, or mitigate the effects of substance misuse,
substance use disorders, or co-occurring disorders; reduce risk of relapse and associated
SS-7039 (October 2018)
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harm; er restore er establish vve!!-being fer individuals and families; provided, that said
practice may include, but not be limited to, care coordination, case management,
medical, pharmacological, psychological, psycho-educational, rehabilitative or social
services and therapies. The overall goals are to eliminate the substance abuse as a
contributing factor to physical, psychological, and social dysfunction and to arrest or
reverse the progress of any associated problems.
(ddGG) "Treatment program" or "Substance Abuse Treatment Program" means an organized
system of services containing a mission, philosophy, and model of substance use
disorder treatment designed to address the needs of clients.
Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1 -305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-35-. 04 Licensing Procedures.
(1)

An OBOT, as defined in 0940-05-35-.02(2)(a) and T.C.A. § 33-2-402, shall be licensed by th e
Tennessee Department of Mental Health and Substance Abuse Services (TDMHSAS or
Department).

(2)

An OBOT shall include, as part of its ownership structure, a physician who holds an unrestricted
license from the Tennessee Board of Medical Examiners or the Tennessee Board of Osteopathic
Examination and holds an active DATA 2000 waiver. "Ownership Structure" means any entity,
group, or individual(s) having legal ownership of the OBOT, directing its functions and operations.
This includes, but is not limited to, a sole proprietor, general partner, board member of a nonprofit or for-profit corporation, or managing member of a limited liability company. Final
determination as to whether ownership structure requirements for an OBOT are being met is in
the sole discretion of the Department.

(3)

A public benefit non-profit/charitable corporation, registered with the Tennessee Secretary of
State, shall have the Facility's medical director a physician who holds an unrestricted license from
the Tennessee Board of Medical Examiners or the Tennessee Board of Osteopathic Examination
and holds an active DATA 2000 waiver on its Board of Trustees.

(4)

A corporate entity doing business as an OBOT in the State of Tennessee shall not provide, hold
itself out as providing , or advertise that it provides substance use disorder treatment for opioid
use disorder in the form of opioid agonist therapy, or office-based opiate treatment, unless it
complies with the following requirements:

(5)

(a)

Is appropriately registered with the Tennessee Secretary of State to operate in the State
of Tennessee and/or is and remains current with corporate or non-profit/charitable
registration requirements of the Tennessee Secretary of State; and,

(b)

In the case of a for-profit corporate entity, Hncludes, as a member of its Board of
Trustees, the Facility's medical director.

The OBOT shall make application with the Department's Office of Licensure by providing the
following information, at a minimum:
(a)

(b)

Application on the Office of Licensure's designated forms to include the:
1.

Initial Application;

2.

Fact Sheet; and,

3.

Financial Statement;

Applicable fees as defined in Tennessee Administrative Procedures Rule 0940-05-02.05;
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(c)

Evidence of a contracted and/or currently employed physician with a DATA 2000 waiver;

(d)

Evidence of all physicians contracted and/or currently employed at the Facility holding a
license from the Tennessee Board of Medical Examiners or the Tennessee Board of
Osteopathic Examination;

(e)

Comprehensive listing of all members of the organization's ownership structure; and

(f)

Any other item the Department believes is necessary and proper for application
purposes.

(6)

Prior to renewal of the license, the OBOT shall be required to formulate develop written policies
and procedures that substantially comply with the provisions of this Rule, as well as with
Administrative Chapter 0940-05-06.

(7)

The Department may release to and/or gather information from the Tennessee Department of
Health Board of Medical Examiners (BME) as is necessary for licensing and/or investigation of
complaints against an OBOT.

(8)

With or without notice, the Department, or its representatives, shall have the right to enter upon or
into the premises of an OBOT in order to make inspections and/or investigations deemed
necessary to determine compliance with applicable law. The OBOT shall comply with all
reasonable requests of the Department and allow it to obtain information from third parties as is
necessary.

(9)

The Department shall be given the authority to enter upon the premises of an unlicensed facility
prescribing buprenorphine-type products to better determine that unlicensed facility's need for
TDMHSAS oversight. The Department shall attempt to conduct inspections and investigations in
the least intrusive manner needed in order to obtain necessary information. The facility shall be
required to provide reasonable amounts of information to the Department for this determination.
(a)

(10)

"Reasonable amounts of information," in this context, may be considered aggregate, nonpatient identifying information to include, but not be limited to:
1.

Patient de-identified identifiers;

2.

Lists of medications prescribed to that de-identified patient; and

3.

The total number of patients seen at the physical location in question.

The governing body of an OBOT shall designate a facility director (as defined in 0940-05-35.02(2)U)), who is responsible for the operation of the Facility. Non-physician facility directors shall
not supervise medical staff.
(a)

Should a Facility operate in such a fashion that the physicians working at the same
physical location are unassociated and/or unaffiliated to one another in some type of
business arrangement, then the unassociated and/or unrelated physicians shall
designate a facility director.

Authority: TC.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 332-403, 33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
0940-05-35-.05 Policy and Procedures.
(1)

The governing body of the Facility shall ensure the OBOT is administered and operated in
accordance with written policies and procedures in the below listed subject areas and in
accordance with these rules. Each Facility shall clearly identify the governing body, as defined in
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Rule 0940-05-01 -. 01 (18) and Rule 0940-05-35-. 02(2)(1), in its policies and procedures manual
including the name and contact information of the governing body.
(a)

Admissions and Discharges and Best Practices Utilized (0940-05-35-.06);

(b)

Patient Record Requirements (0940-05-35-.07);

(c)

Patient Transfers (0940-05-35-. 08);

(d)

Individualized Treatment Plan and Best Practices Utilized (0940-05-35-. 09);

(e)

Phases of Treatment (0940-05-35-.1O);

(ef)

Special Populations (0940-05-35-.114-G);

(fg)

Counseling (0940-05-35-..12,44);

(9.b.)

Medication Management (0940-05-35-. 1342);

(Al)

Drug Screens (0940-05-35-. 14~);

(fi)

Detoxification and Medically Supervised Withdrawal (0940-05-35-.1§44);

(j]s)

Diversion Control Plan (0940-05-35-. 164-a);

(kl)

Reporting Requirements (0940-05-35-.1149);

(Im)

Patient Rights (0940-05-35-.184+);

(mn)

Community Relations (0940-05-35-.,li!48); and

(AQ)

Personnel and Staffing Requirements (0940-05-35-.2049).

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1 -302 , 33-1-305, 33-1-309, 33-2-301 , 33-2-302, 33-2-402, 332-403, 33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
0940-05-35-.07 Patient Record Requirements.
(e)

Acknowledgement that the patient has been informed of his or her rights as found in
0940-05-35-. 184+;

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 332-403, 33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
0940-05-35-. 09 Individualized Treatment Plan. and Best Practices Utilized
(1)

The admission requirements of 0940-05-35-.06 shall first be completed prior to the development
of an Individualized Treatment Plan (ITP).

(2)

A Facility shall develop an ITP for each patient within thirty (30) days of admission . The ITP shall
be developed in accordance with peer reviewed medication assisted treatment guidelines,
developed by nationally recognized organizations, such as SAMHSA and the American Society of
Addiction Medicine.

(3)

Medical care, including referral for necessary medical service, and evaluation and follow-up of
patient complaints, shall be compatible with current and accepted standards of medical practice.
All patients shall receive a medical evaluation at least annually and other medical examination or
testing shall be considered as appropriate. All other medical procedures performed at the time of
admission shall be reviewed by the medical staff on an annual basis, and all clin ically indicated
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tests and procedures shall be repeated . The medical director or program physician shall record
the results of this annual medical evaluation and review of patient medical records in each service
recipient's record.

(4)

Requirements for services according to phases of treatment:

(a)

(b)

(c)

A patient in the induction or stabilization phases of treatment shall :

1.

Have weekly office visits scheduled;

2.

Receive appropriate counseling sessions at least twice a month;

3.

Be subject to one (1) observed drug screen at least weekly; and

4.

Receive case management services 1Neekly.

A patient in the maintenance phase of treatment for less than one ( 1) year shall:

1.

Have a scheduled office visit at least every two (2) to four (4) 1Neeks;

2.

Receive counseling sessions at least monthly;

3.

Be subject to a random observed drug screen at least eight (8) times annually; and

4.

Receive case management services at least monthly.

A patient in the maintenance phase of treatment for one (1) year or more shall :

1.

Have a scheduled office visit at least every two (2) months;

2.

Receive counseling sessions at least monthly;

3.

Be subject to a random observed drug screen at least four (4) times annually; and

4.

Receive case management services at least monthly.

(1.a)

Each Facility shall take steps to ensure that a comprehensive range of rehabilitative services,
including vocational, educational, legal, mental health, alcoholism, and social services, are made
available to the patients who demonstrate a need for such services. The Facility can fulfill this
responsibility by providing support services directly or by appropriate referral. Support services
that are recommended and/or utilized shall be documented in the patient's record . Each Facility
shall have policies for matching a patient's needs to treatment.

(§a)

If the patient experiences a relapse, his or her ITP shall document evidence of intensified
services provided. Such evidence may include, but is not limited to, an increase in individual or
group counseling session(s) or more frequent drug screens.

(§+)

A patient's ITP shall be reviewed at least every six (6) months and a discussion shall be held with
the patient regarding his or her continued desire to remain in the program for maintenance
treatment. Alternatives such as medically-supervised withdrawal shall be presented to the patient
at the time of the discussion and documented in the patient's record . The patient shall sign and
date a statement indicating that she or he wishes to remain within the program in a maintenance
phase. If the patient wishes to enter medically-supervised withdrawal, the plan of care shall reflect
that choice.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33- 1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
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0940-05-35-.10 Phases of Treatment.
( 1)

Requirements for services according to phases of treatment:
(a)

The patient's most current phase of treatment shall be clearly documented in the patient's
medical record .

(b)

A patient in the induction or stabilization phases of treatment shall :

(c)

(d)

1.

Have weekly office visits scheduled;

2.

Receive appropriate counseling sessions at least twice a month ;

3.

Be administered one (1) observed drug screen at least weekly, for a minimum of
three (3) weeks; and

4.

Receive case management services weekly.

A patient in the maintenance phase of treatment for less than one (1) year shall:

1.

Have a scheduled office visit at least every two (2) to four (4) weeks;

2.

Receive counsel ing sessions at least monthly;

3.

Be administered a random observed drug screen at least eight (8) times annually;

4.

Receive case management services at least monthly.

A patient in the maintenance phase of treatment for one (1) year or more shall:
1.

Have a scheduled office visit at least every two (2) months;

2.

Receive counseling sessions at least monthly;

3.

Be administered a random observed drug screen at least four (4) times annually;

4.

Be offered case management services at least every two months.

Authority: T.C.A. §§ 4-3-1601 , 4-4- 103, 33-1~302 , 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
Amendments
0940-05-35-J l ~ Medication Management.
(1)

Opioid Drugs. Facilities shall develop and implement written policies and procedures for the
prescription of opioid drugs. Any changes to these policies and procedures shall be done in
consultation with the Facility's medical director. These policies and procedures shall include the
following:
(a)

Prescribing.
1.
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limited to, drug screens, initial scrnenings, medication availability and cost, and in
consultation with the patient.
2.

No standardized routines or schedules of increases or decreases of medication
doses may be established or used.

3.

A patient dose greater than sixteen milligrams (16mg), or its equivalent, per day
shall be considered a high dose.

4.

A patient dose of twenty-four milligrams (24mg), or its equivalent, per day shall be
considered a maximum dose. Doses greater than the maximum dose may only be
used with prior written approval from the State Opioid Treatment Authority.
Documentation of this approval shall be kept in the patient's medical chart or
otherwise be readily retrievable upon request or facility inspection.

~~

A copy of all prescriptions written for a patient at the Facility shall be documented
in the patient's medical chart.

6.

The prescriber shall demonstrate to the patient appropriate techniques for
administering the particular prescribed treatment medication.

(b)

Dispensing . An office based opiate treatment facility without dispensing authorization is
prohibited from dispensing buprenorphine-containing products.

(c)

Protocols for initiating or switching a patient to a high dose of the treatment medication
used at the facility .

1.

The patient's medical chart shall include documentation of rationale that it is
clinically appropriate for the patient to receive a high dose of the treatment
medication .

2.

The prescriber shall have a discussion with the patient and the patient shall provide
written consent acknowledging that the patient will receive a high dose of the
treatment medication and associated risks.
(i)

3.

(d)

The prescriber shall not establish or use standardized routines or schedules of
increases or decreases of treatment medication doses for the patient. Decisions
about dosing should be individualized with documentation of reasons for choice of
dosing .

Prescriber-Initiated-and-Led Tapering Discussions

1.

Prescribers shall initiate and lead a discussion with the patient regarding patient
readiness to taper down or taper off treatment medications employed in the
patient's treatment with each patient at any time upon the patient's request but no
later than one (1) year after initiating treatment and then every six (6) months
thereafter.
(i)

(2)

The provider shall document that this discussion included an assessment of
the patient's administration technique and that the patient is using the
appropriate technique for the prescribed medication.

Documentation of this discussion shall be placed in the patient's medical
chart.

CSMD Check. The Facility shall check the CSMD upon every visit of the patient with a program
physician . The patient's medical record shall include documentation of the check of the CSMD
and the date upon which it occurred.

SS-7039 (October 2018)
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(3)

Benzodiazepine Use. Benzodiazepines should only be pieSCiibed to a patient aftei caieful
evaluation while utilizing caution and good judgement. Benzodiazepines may be prescribed to a
patient on buprenorphine or a buprenorphine and naloxone combination under the following
conditions:
Benzodiazepines shall may not be initiated with a patient with opioid use disorder or the
disease of addiction who has never been prescribed these products or has a history of
misusing or abusing these products~ except in extreme circumstances for severe anxiety
of panic disorder, and only after evaluation by a board certified psychiatrist.
Notwithstanding, in rare circumstances:

(a)

1.

Patients who present with a longstanding prescription for benzodiazepines for a
legitimate medical condition from another prescriber may be prescribed
buprenorphine products by a physician with a DATA 2000 waiver. Contact should
be initiated with the prescriber of the benzodiazepine to coordinate care and clear
documentation should be recorded in the patient's medical record Gflaft.

~

A program physician at an OBOT may assume management of a patient's
benzodiazepine prescribing from another physician if the patient is willing to initiate
a program of tapering .
If a patient presents at an OBOT with a dual diagnosis of opioid use disorder and a
clear history of benzodiazepine use disorder, the duration and extent of the abuse
should be clearly documented in the medical record. A program physician at an
OBOT may prescribe a long acting benzodiazepine, such as clonazepam or its
equivalent, under the following conditions:

ill.4-c

A patient may continue on benzodiazepine therapy as medically indicated as
long as there is an ongoing effort to taper the patient to the lowest effective
dose in order to prevent benzodiazepine withdrawal syndrome and clear
documentation of this effort is made in the patient's medical record.

w

ill

Prescribing more than two (2) milligrams of clonazepam or its
equivalent twice daily is considered "high dose therapy" .
Patients receiving high dose therapy should have justification for the
dosing clearly documented in the patient's record .
Patients receiving high dose therapy should be tapered as rapidly as
possible to two (2) milligrams or less of clonazepam or its equivalent
twice daily, and if the taper is unsuccessful, the reason(s) shall be
clearly documented in the patient's medical record.
Patients receiving high dose therapy for a period of longer than six
(6) weeks shall be managed by a physician who is board certified in
addiction medicine or who is board certified or fellowship trained in
addiction psychiatry, or by a physician with a DATA 2000 waiver who
has obtained a formal consult from a physician who is board certified
in addiction medicine or who is board certified or fellowship trained in
addiction psychiatry. The formal consult shall be clearly documented
in the patient's medical record.

(4)

The Facility shall develop guidelines for review of prescriptions from other providers. These shall
include:
(a)

Procedures to ensure that a patient's prescriptions from outside physicians will be
reported to the medical staff and reviewed by the program physician at admission and
annually thereafter;
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(b)

PmceduieS desciibing the Facility's iesponse when infOimation about piesciiptions fiom
outside physicians is not reported to ensure compliance with this rule; and,

(c)

Documentation of the Facility's efforts to obtain information about prescriptions from
outside physicians in the patient's record, if a Facility is unable to acquire information
about a patient's prescriptions.

Authority: T. C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018 .
0940-05-35-.204-9 Personnel and Staffing Requirements.
(1)

A personnel record for each staff member of a Facility shall include an application for employment
and/or resume and a record of any disciplinary action taken . A licensee shall maintain written
records for each employee.

(2)

Staffing.

(3)

(a)

Facility Director. The governing body of each Facility shall designate in writing a facility
director who is responsible for the operation of the Facility and overall compliance with
federal, state and local laws and regulations regarding the operation of non-residential
office-based opiate treatment programs, and for all employees at the Facility. However,
non-physician facility directors shall not supervise medical staff. Facilities shall notify the
TDMHSAS Office of Licensure in writing within ten (10) calendar days whenever there is
a change in facility director.

(b)

Medical Director. The governing body of each Facility shall designate in writing a medical
director to be responsible for the supervision of all medical staff at the Facility and the
administration of all medical services at the Facility, including compliance with all federal,
state, and local laws and regulations regarding the medical treatment of opioid use
disorder. The medical director shall be physically present at the Facility the equivalent of
twenty-five (25) percent of the time the Facility is open to the public each week. On a
monthly basis, the medical director shall review ten (10) percent of the medical charts for
patients currently admitted at the Facility and document each chart review. No physician
may serve as medical director of more than three (3) Facilities without the prior written
approval of the TDMHSAS Office of Licensure.

(c)

Program Physician . Facilities are required to provide sufficient physician services to
provide the medical treatment and oversight necessary to serve patient need. A Program
Physician may be the same individual as the Medical Director, should the Facility so
choose and all qualification requirements for a medical director are still met.

(d)

Physician Assistants and Advanced Practice Nurses. Licensed physician assistants and
advanced practice nurses with a certificate of fitness with privileges to write and sign
prescriptions and/or issue legend drugs may perform any functions under Federal and
Tennessee law or regulations.

(e)

Case management/care coordination. Each Facility shall provide case management/care
coordination services by a qualified provider.

Staff Qualifications.
(a)

Staff Training. Prior to working with patients, all staff providing treatment or services shall
be oriented in accordance with all applicable administrative rules, reporting requirements,
and their individual position responsibilities. All staff shall receive ongoing training and
development activities. Record of all staff training activities shall be noted in their
personnel record.
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(b)

(4)

Medical Director. A medical director sr1all be licensed to practice medicine or osteopathy
in Tennessee, shall maintain an unrestricted license to practice medicine or osteopathy,
hold an active DATA 2000 waiver from the DEA, be designated by the OBOT's governing
body, and shall have the following experience and/or credentials:
1.

Certification in addiction psychiatry by the American Board of Psychiatry and
Neurology or exam eligible in addiction psychiatry; and two (2) years of
documented experience in the treatment of persons who are addicted to alcohol or
other drugs; or

2.

Certification as an addiction medicine specialist by the American Board of
Addiction Medicine (ABAM) or the American Board of Preventive Medicine (ABPM)
or exam eligible for certification as an addiction medicine specialist and two (2)
years of documented experience in the treatment of persons who are addicted to
alcohol or other drugs;...,Q.[

3.

Meet the Tennessee Department of Health definition of addiction specialist as
outlined in Rule 0880-02-.14; or

4.

For an OBOT that is accredited by a national accrediting healthcare organization
listed in Rule 0940-05-02-.12(1 )(a) or (b) in a behavioral health or opioid treatment
service category, or equivalent, the medical director shall be exempted from the
requirements of (1) - (3) above.

(c)

Program Physician. A program physician shall be licensed to practice medicine or
osteopathy in Tennessee, shall maintain an unrestricted license to practice medicine or
osteopathy, and hold an active DATA 2000 waiver from the DEA.

(d)

Facility Directors. All Facility directors shall have at least one (1) year of supervisory or
administrative experience in the field of opioid use disorder treatment.

(e)

Qualified Provider. A qualified provider shall be duly licensed, certified or registered as
required by the State of Tennessee for the profession and shall only perform those duties
that are within the scope of their applicable professional practice acts and Tennessee
license.

Employee Drug Screening. Facilities shall implement pre-employment and ongoing random drug
screening , at least once per calendar year, of all Facility employees whose job descriptions
include direct patient interaction for OBOT services.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

Chapter 0940-05-36
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment Facilities with Dispensing
Authorization
New Rule
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0940-05-36-.08
0940-05-36-. 09
0940-05-36-. 10
0940-05-36-.11

Labeiing and Packaging of Buprenorphine Products
Inventory
Prerequisites to Issuing Prescriptions or Dispensing Medications
Central Registry

0940-05-36-. 01 Purpose.
The rules in this chapter implement the law relative to licensure and regulation of "Nonresidential office-based
opiate treatment facility with dispensing authorization" or "OBOT Plus" pursuant to Chapter 978 of the Public Acts
of 2018.
Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1 -302, 33-1-305, 33-1 -309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, 53-11 -311, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.02 Definitions.
( 1)

Definitions of general terms used in these rules can be found in Rule 0940-05-01 .

(2)

Definitions specific to this chapter are as follows :
(a)

"Nonresidential office-based opiate treatment facility with dispensing authorization" or
"Facility" or "OBOT Plus" is a service entity that includes, but is not limited to, stand-alone
clinics, treatment resources, individual physical locations occupied as the professional
practice of a prescriber or prescribers licensed pursuant to Title 63, or other entities
prescribing and dispensing products containing buprenorphine, or products containing
any other controlled substance designed to treat opioid use disorder by preventing
symptoms of withdrawal to twenty-five percent (25%) or more of its patients or to one
hundred fifty (150) or more patients. An association by contract, fee for service, business
arrangement, or two or more unaffiliated authorized providers with a DATA 2000 waiver
operating at the same physical location and who dispense products containing
buprenorphine shall be considered an OBOT Plus. An OBOT Plus does not include any
facility that meets the definition of a nonresidential substitution-based treatment center for
opiate addiction.

(b)

"Authorized provider" means a healthcare provider authorized by the state or federal
government who has authority to issue and dispense prescriptions for buprenorphine.

(c)

"Authorized caregiver" means any person who is given written authorization by the
patient to act on the patient's behalf.

(d)

"Buprenorphine" means a semi-synthetic opioid partial agonist that activates the opioid
receptors but not to the same degree as full agonists such as morphine and heroin , as
well as any FDA-approved pharmaceutical product that contains buprenorphine.

(e)

"Care Team" means the group of healthcare professionals, social workers, and
counselors who help manage the patient's detoxification and maintenance of abstinence
from the patient's drug of choice.

(f)

"Central Registry" means an electronic system approved by the Department to register
patients currently receiving treatment at an Opiate Treatment Program ("OTP") or OBOT
Plus.

(g)

"Controlled substance(s)" means a drug, substance, or immediate precursor in Schedules
I through VI as defined or listed in the Tennessee Drug Control Act, compiled in T.C.A.,
Title 39, Chapter 17, part 4.

(h)

"DATA 2000 waiver" means the registered authority given to a qualified health care
professional by the U.S. Drug Enforcement Administration to prescribe FDA-approved
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narcotic rnedication for opioid detoxification or maintenance treatment pursuant to 21
U.S.C. §823(g).

(i)

"DEA" means the United States Drug Enforcement Agency.

(j)

"Dispense" means preparing, packaging, compounding or labeling for delivery and actual
delivery of a prescription drug, nonprescription drug or device in the course of
professional practice to a patient or the patient's agent, to include a licensed health care
practitioner or a health care facility providing services or treatment to the patient or
patients, by or pursuant to the lawful order of a prescriber. This definition does not
include administration , or supervised self-administration, as otherwise permitted by law.

(k)

"Dispenser" means an authorized provider who dispenses buprenorphine to an ultimate

(I)

"Dispensing area" refers to the actual physical location where dispensing occurs. It does
not include any waiting or common areas.

(m)

"Drug" means a substance recognized by the official United States pharmacopeia or
formulary intended for use in the diagnosis, cure, mitigation , treatment, or prevention of
disease or, a substance intended to alter the structure or function of the human body.

(n)

"Facility director" means the person designated by the Facility's governing body who is
responsible for the operation of the Facility, for the Facility's overall compliance with
federal, state and local laws and regulations regarding the operation of a non-residential
office-based opiate treatment facility with dispensing authorization, and for all Facility
employees including practitioners, agents, or other persons providing services at the
Facility. Non-physician facility directors shall not supervise medical staff.

(o)

"FDA" means the United States Food and Drug Administration.

(p)

"Licensee" means a proprietorship, partnership, association , governmental agency, or
corporation, that operates a facility or a service and has obtained a license under this
part.

(q)

"Medication order" or "prescription order" means a prescription order for any prescription
drug or device or related material issued by an authorized prescriber to authorized
healthcare personnel in a practice site or facility.

(r)

"Office of Licensure" means the Tennessee Department of Mental Health and Substance
Abuse Services Office of Licensure.

(s)

"Opiate" or "opioid" means a drug that conta ins opium, derivatives of opium, or any of
several semi-synthetic or synthetic drugs with agonist activity at the opioid receptor(s) .

(t)

"Patient" or "service recipient" means an individual receiving treatment for opiate use
disorder at an OBOT Plus.

(u)

"Patient counseling" means communication, by an authorized provider, of information to
the patient or authorized caregiver in order to improve therapeutic outcomes and ensure
optimal care.

(v)

"Consu ltant Pharmacist" means a pharmacist with an active license in good standing
from the Tennessee Board of Pharmacy that is employed or contracted by the OBOT
Plus.

(w)

"Physical location" means real property on which is located a physical structure, whether
or not that structure is attached to real property, containing one (1) or more units and
includes an individual apartment, office, condominium , cooperative unit, mobile or
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manufactured home, or trailer, if used as a site for prescribing and/or dispensing products
containing buprenorphine, or products containing any other controlled substance
designed to treat opiate use disorder by preventing symptoms of withdrawal.

(x)

"Professional samples" means small quantities (less than a typical 30, 60, or 90-day
supply) of medication provided to prescribers or authorized healthcare personnel to be
administered to patients.

(y)

"State Opioid Treatment Authority" or "SOTA" means any individual person designated by
the commissioner to exercise the responsibility and authority for governing the treatment
of opioid addiction in accordance with all applicable state and federal regulations, and
serves as a liaison with the appropriate federal agencies.

(z)

'TDMHSAS" or "Department" means the Tennessee Department of Mental Health and
Substance Abuse Services.

Authority: T .C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33- 1-305, 33-1-309, 33-2-301, 33-2 -302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-. 03 Application of the Rules .

( 1)

(2)

The licensee of an OBOT Plus shall comply with the following rules:
(a)

Chapter 0940-05-02 Licensure Administration and Procedures;

(b)

Applicable Minimum Program Requirements for All Services and Facilities found in
Chapter 0940-05-06;

{c)

Chapter 0940-05-35 Minimum Program Requirements for Nonresidential Office-Based
Opiate Treatment Facilities; and

(d)

Chapter 0940-05-36 Minimum Program Requirements for Nonresidential Office-Based
Opiate Treatment Facilities with Dispensing Authorization ("OBOT Plus").

If any provision of these rules, or the application thereof, to any person or circumstance is held
invalid, such invalidity shall not affect other provisions or applications of these rules which can be
given effect without the invalid provision or application, and to that end the provisions of these
rules are declared severable.

Authority : T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-. 04 Licensing Criteria.
( 1)

(2)

Eligibility
(a)

In order to be authorized to dispense buprenorphine containing products, the interested
entity must be a current Full licensed Nonresidential Office-Based Opiate Treatment
Facility in good stand ing with the Department that has been in licensed operation for at
least one (1) calendar year.

(b)

The Facility seeking dispensing authorization shall comply with Rule 0940-05-35-.04.

Procedures
(a)

The current Full licensed Office-Based Opiate Treatment Facility shall make request for
dispensing authorization in written form and shall pay a $50 fee - as established in Rule
0940-05-02-.23 - via invoice provided by the Office of Licensure.
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(3)

(b)

The Facility seeking dispensing authorization shall be subject to an on-site inspection to
ensure compliance with Rule 0940-05-36-.05 Medication Storage.

(c)

Each Facility seeking a license must submit to the Office of Licen sure proof that every
authorized provider at the facility has submitted to their respective professional licensing
board notice of his or her intent to dispense buprenorphine products.

(d)

Each Facility seeking a license must submit to the Office of Licensure proof that the
Facility is participating in the Central Registry.

Prior to renewal of the license, the OBOT Plus shall be required to develop written policies and
procedures that are specific to the dispensing of buprenorphine products, and substantially
comply with the provisions of this Rule, as well as with Administrative Chapters 0940-05-06 and

0940-05-35.
(4)

With or without notice, the Department, or its representatives , shall have the right to enter upon or
into the premises of an OBOT Plus in order to make inspections and/or investigations deemed
necessary to determine compliance with applicable law. The OBOT Plus shall comply with all
reasonable requests of the Department and allow it to obtain information from third parties if
necessary.

(5)

The Department shall be given the authority to enter upon the premises of an unlicensed facility
dispensing buprenorphine products to better determine that unlicensed facility's need for
TDMHSAS oversight. The Department shall attempt to conduct inspections and investigations in
the least intrusive manner needed in order to obtain necessary information . The facility shall be
required to provide reasonable amounts of information to the Department for this determination .
(a)

(6)

"Reasonable amounts of information," in this context, may be considered aggregate, nonpatient identifying information to include, but not be limited to:
1.

Patient de-identified identifiers;

2.

Lists of medications prescribed to that de-identified patient;

3.

Lists of medications dispensed to that de-identified patient;

4.

The total number of medications dispensed at the physical location in question; and

5.

The total number of patients seen at the physical location in question .

No provider shall dispense buprenorphine to a patient until an OBOT Plus license has been
issued by the Office of Licensure.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302 , 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402 , 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.05 Medication Storage.
(1)

Buprenorphine products shall be stored in a secure storage area in compliance with 21 CFR Part
1301 .72.

(2)

All prescription drugs and controlled substances, and related materials, shall be stored in an area
not accessible to the public.

(3)

The patient waiting area shall be physically separated from the buprenorphine storage and
dispensing area.
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Autilority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.

0940-05-36-.06 Recordkeeping.
( 1)

Each OBOT Plus shall maintain records with the following information for each buprenorphine
product dispensed:
(a)

Name of product;

(b)

Medication strength;

(c)

Dosage form;

(d)

Date dispensed;

(e)

Adequate identification of patient;

(f)

Amount dispensed; and

(g)

Dispenser's initials or other identifier.

(2)

OBOT Plus facilities must maintain documentation of participation in the Central Registry,
pursuant to Rule 0940-05-36-. 11, in order to prevent dual enrollment, diversion and to ensure
patient safety.

(3)

OBOT Plus facilities must report all medications dispensed to the controlled substances
monitoring database, as defined in Rule 0940-05-35-.02(2)(d), to the extent permitted by 42
C.F.R. Part 2.

(4)

A patient record system shall be maintained by all OBOT Plus facilities for patients for whom
prescription or medical orders are dispensed. The patient record system shall provide for the
immediate retrieval of information necessary to identify previously dispensed prescription or
medical orders at the time a prescription or medical order is presented .
(a)

In the event of a patient record system shut down, dispensing records must be
maintained manually and entered into the patient records system as soon as the issue
causing the shutdown is resolved.

(5)

A record of compliance with Rule 0940-05-36-.09 shall be signed by the Facility Director and
maintained at the OBOT Plus facility with other controlled substance records for at least two (2)
years.

(6)

Authorized providers shall notify their appropriate licensing board of their intent to dispense
buprenorphine at an OBOT Plus facility. OBOT Plus facilities shall be required to maintain
records indicating this notification for each authorized provider it employs for as long as he/she is
employed and at least one (1) year thereafter.

(7)

The required recordkeeping of this section will be maintained in a dispensing log at the physical
location of the OBOT Plus facility .

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305 , 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-. 07 Reporting .
( 1)

OBOT Plus facilities must adhere to all reporting requirements of Rule 0940-05-02-.20.
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(2)

The Facility Director shall immediately report to the Department and appropriate licensing
board(s) any robbery, embezzlement, theft, burglary, fire , or disaster resulting in a loss of
prescription drugs, controlled substances, medical devices or related materials. The report shall
include a list, including amounts, of such prescription drugs, controlled substances, medical
devices, or related materials lost or damaged and, shall include all other requirements under Rule
1140-03-09;

(3)

Controlled substance bulk inventory lost through breakage, damage, or spillage, other than an
individual patient dose, should be considered an accountable loss. Disposal of such controlled
substances must be performed in accordance with DEA requirements and must be reported on
DEA Form 106 Registrants Inventory of Drugs Surrendered in accordance with 21 C.F.R.
1301 .76.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305 , 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.08 Labeling and Packaging of Buprenorphine Products.
( 1)

(2)

The authorized provider shall affix to the buprenorphine package a label showing at least the
following information :
(a)

Name, address and telephone number of the OBOT Plus;

(b)

Prescription or medication order serial number;

(c)

Date of initial dispensing and/or refill date;

(d)

Name of the patient;

(e)

Name of the prescriber;

(f)

Name of the practitioner dispensing the medication;

(g)

Directions for use and cautionary statements, if any;

(h)

Name and expiration date of the product, if applicable;

(i)

The following controlled substance warning : "CAUTION : Federal law prohibits the
transfer of this drug to any person other than the patient for who it was prescribed ."; and

(j)

Any other appropriate advisory labels.

OBOT Plus facilities must ensure that buprenorphine products are packaged in a manner that is
designed to reduce the risk of accidental ingestion, including the use of child-proof containers.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1 -309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.09 Inventory.
(1)

Each OBOT Plus shall be required to procure all buprenorphine containing products from a
wholesaler/distributor licensed by the Board of Pharmacy pursuant to Rule 1140-09.

(2)

Each OBOT Plus shall maintain an inventory of buprenorphine products. Each inventory shall
contain a complete and accurate record of all controlled substances on hand on the date the
inventory is taken, and shall be maintained in written, typewritten , or printed form at the physical
location.
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(3)

(a)

Each licensee shall be reguirnd to take an initial inventory of all buprenorphine products,
in accordance with Rule 0940-05-36-.09(3), prior to dispensing any of these products to
patients.

(b)

After the initial inventory is taken, the OBOT Plus facility shall be required to maintain a
perpetual inventory of buprenorphine products.

Each person authorized to dispense buprenorphine products shall include the following
information in the inventory documentation pursuant to 21 CFR Part 1304.11 (1 )(e)(iii) and (iv) :
(a)

The name and address of the OBOT Plus facility ;

(b)

The following information for each buprenorphine product in finished form:

1.

The name of the substance·

2.

Each finished form of the substance (e .g., 8/2 mg films);

3.

The number of commercial containers of each finished form (e.g. four 30-film
boxes); and

4.

The exact quantity of the finished form on hand .

(c)

The date of inventory; and

(d)

The time the inventory was taken .

(4)

The Facility Director or a designated clinical staff member shall immediately return or destroy all
outdated, defective, or deteriorated prescription drugs and devices and related materials; except
that the destruction of controlled substances listed in any schedule shall be witnessed by a
second healthcare professional and documented.

(5)

For each damaged or defective controlled substance awaiting disposal, the inventories shall
include:

(6)

(a)

The name of the substance;

(b)

The total quantity of the substance to the nearest metric unit weight or the total number of
units of finished form : and

(c)

The reason for the substance being maintained by the OBOT Plus facility .

If an OBOT Plus destroys buprenorphine products they must be destroyed onsite or via a reverse
distributor.
(a)

For each buprenorphine product destroyed onsite, the facility shall keep a record of the
following :
1.

The name of the substance ·

2.

The strength of the substance;

3.

The dosage form of the substance;

4.

The total quantity destroyed;

5.

Method of destruction ·

6.
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(7)

7.

The signature of the person destroying the substance; and

8.

The signature of at least one person, other than the person destroying the
substance, who witnessed the destruction of the substance.

Each OBOT Plus shall maintain documentation of a current employment or contractual
relationship with a consultant pharmacist.
(a)

If an OBOT Plus dispenses buprenorphine to less than 100 unique patients a month, the
pharmacist-in-charge shall perform a quarterly inventory review of the OBOT Pius's
invoices, perpetual inventory, and documentation of dispensed medications.

(b)

If an OBOT Plus dispenses buprenorphine to 100 or more unique patients a month , the
pharmacist-in-charge shall perform a monthly review of the OBOT Pius's invoices,
perpetual inventory, and documentation of dispensed medications and review the
inventory for discrepancies.
1.

If a discrepancy is found, an OBOT Plus shall report the discrepancy to the
Department immediately upon discovery. The OBOT Plus shall also report to the
DEA any discrepancies as appropriate.

2.

Within 14 calendar days of discovery of a discrepancy, the OBOT Plus shall
submit to the Department a root cause analysis examining the cause of the
discrepancy and a plan to prevent such discrepancies in the future.

3.

Part of the plan may include an increase in inventory review by the pharmacistin-charge.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1 -302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.10 Prerequisites to Issuing Prescriptions or Dispensing Medications.
( 1)

Prior to writing a prescription or medication order, an OBOT Plus provider shall comply with Rule
0940-05-35 and Rule 0880-02-.14(2).

(2)

Buprenorphine dispensed by an OBOT Plus may only be filled and labeled by:
(a)

An authorized provider; or

(b)

By a designated agent of the authorized provider, if:
1.

The filling and labeling is done in the physical presence of the authorized provider
at the OBOT plus;

2.

The authorized provider acts as the final check in the dispensing process, and is
responsible for the dispensing process in its entirety; and

3.

The authorized provider documents that he or she has completed a final
verification of the dispensing.

(3)

Authorized providers may dispense an initial prescription only after checking the CSMD and
central registry.

(4)

Authorized providers must check the CSMD for every prescription dispensed.
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buprenorphine, the authorized provider shall make a reasonable effort to contact the patient's
previous dispenser and obtain dosing information .
(6)

Authorized providers dispensing buprenorphine pursuant to Rule 0940-05-36-.10(2) above, must
comply with medication counseling requirements pursuant to Ru le 1140-03-.01 and Rule 094005-35.
(a)

Upon the initial receipt of a prescription or medication order and following a review of the
patient's record, the authorized provider shall personally counsel the patient or authorized
caregiver "face-to-face" if the patient or authorized caregiver is present. If the patient or
authorized caregiver is not present, an authorized provider shall make a reasonable effort
to counsel through alternative means.

(b)

The authorized provider must document the counseling or document the reasonable
efforts taken to provide counseling . If the patient or authorized caregiver refuses
counseling, the authorized provider must document this refusal.

(c)

Patient counseling shall cover matters as defined in Rule 1140-03-.01 , which in the
exercise of the authorized provider's professional judgement, the authorized provider
deems significant. This shall include, but is not limited to, the following :

(d)

(6)

1.

The name and description of the medication;

2.

The dosage form , dose, route of administration, and duration of drug therapy;

3.

Special directions and precautions for preparation, administration, and use by the
patient;

4.

Common side effects or adverse effects or interactions and therapeutic
contraindications that may be encountered, including their avoidance, and the
action required if they occur;

5.

Techniques for self-monitoring drug therapy;

6.

Proper storage; and

7.

Action to be taken in the event of a missed dose.

Upon a subsequent dispensing of a buprenorphine product, the authorized provider, or a
person designated by the authorized provider, shall offer for the authorized provider to
personally counsel the patient or caregiver about the medication.

An OBOT Plus shall not require that a patient's buprenorphine be dispensed from that OBOT
Plus. An OBOT Plus shall provide patients with a list of alternative locations where buprenorphine
is dispensed should the patient choose to fill his or her prescription at another location .

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305 , 33-1-309, 33-2-301 , 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
0940-05-36-.11 Central Registry.
( 1)

All OBOT Plus facilities shall participate in the Central Registry.

(2)

Patients shall be informed of the Facility's participation in the Central Registry. Prior to initiating a
central registry inquiry, the Facility shall obtain the service recipient's written consent.

(3)

To prevent simultaneous enrollment of a service recipient in more than one OBOT Plus, the
Facility shall initiate a clearance inquiry by submitting to the Central Registry the name, date of
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birth, or any other relevant information required for the clearance procedure or as required by the
SOTA prior to dispensing buprenorphine products. No person who is reported by the Central
Registry to be enrolled at another such Facility shall be admitted to an OBOT Plus, or in the event
a multiple enrollment is found, the patient shall not continue to be dispensed buprenorphine until
the patient enrollment status is active solely at a single OBOT Plus where the patient is currently
receiving buprenorphine products.
(4)

Reports received by the Central Registry shall be treated as confidential and shall not be
released except to a licensed OBOT Plus facility, or its designated legal representative, or as
approved by the SOTA or as required by law. Information made available by the Central Registry
to Facilities or their designated legal representatives or as approved by the SOTA shall also be
treated as confidential.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1 -302, 33-1-305 , 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 978 of the Public Acts of 2018.
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Board Member

Aye

No

Abstain

Absent
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(if required)

I certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
by the Tennessee Department of Mental Health and Substance Abuse Services (board/commission/ other
authority) on _ _ _ _ _ _ _ (mm/dd/yyyy), and is in compliance with the provisions of T.C.A. § 4-5-222.
I further certify the following:
Notice of Rulemaking Hearing filed with the Department of State on:
Rulemaking Hearing(s) Conducted on: (add more dates).

08127118

10/30/18

Date:
Signature: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __
Name of Officer:
Title of Officer:

Marie Williams, LCSW
CommissionE;lr

Subscribed and sworn to before me on:

- - - - - - - - - - - - - - -- - -

Notary Public Signature: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __
My commission expires on:

------------------

Agency/Board/Commission :
Rule Chapter Number(s):
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.

Herbert H. Slatery Ill
Attorney General and Reporter

Date
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