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AN ACT relating to narcotic treatment programs.

Be it enacted by the General Assembly of the Commonwealth of Kentucky:

SECTION 1.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

As used in Sections 1 to 20 of this Act, unless the context otherwise requires:
(1)
"Administrative detoxification" means the process of detoxification from the approved controlled substance for the safety and well-being of the client, other clients, and staff of the narcotic treatment program;

(2)
"Approved controlled substance" means either of the following drugs used in the treatment of narcotic addiction:

(a)
Methadone, except that the powdered form of methadone is not an approved controlled substance; or

(b)
ORLAAM, which is a brand of levomethadyl acetate hydrochloride or levo-alpha-acetylmethadol hydrochloride;
(3)
"CHS" or "cabinet" means the Cabinet for Health Services;

(4)
"Client" means any individual who receives a controlled substance for the purpose of maintenance or detoxification in an NTP;

(5)
"DEA" means the U.S. Drug Enforcement Administration;

(6)
"Detoxification" means the gradual, continual lowering of dosage of methadone or ORLAAM to no dosage and shall be the goal of any narcotic treatment program in Kentucky unless maintenance is documented by the medical director and the cabinet;

(7)
"Dose" means a one (1) day quantity of an approved controlled substance that is administered on-site, in not less than one (1) fluid ounce of an oral solution formulated to minimize misuse by injection;

(8)
"Drug screening" means the process by which a program determines the presence or the absence of drugs in body fluids;

(9)
"FDA" means the U.S. Food and Drug Administration;

(10)
"Main program" means the location where all administrative and medical information related to the narcotic treatment program is retained for the purpose of on-site reviews by federal agencies or the state narcotic authority;

(11)
"Medical director" means a physician licensed in Kentucky who is stationed at a clinic at least weekly;

(12)
"Medication station" means any dosing location that obtains its drug supply from the main program site and retains all records, except dosing and urine screen records, at the main location;

(13)
"Narcotic detoxification program" means a program using approved controlled substances in continually reducing dosages over a period of time for the purpose of relieving or reducing withdrawal symptoms;

(14)
"Narcotic maintenance" means a treatment procedure using an approved controlled substance over a period of time to relieve withdrawal symptoms, reduce narcotic craving, and permit normal functioning so that, in combination with rehabilitation services, a client can develop a productive lifestyle and progress towards complete detoxification;

(15)
"Narcotic treatment program" or "NTP" means a substance abuse program using approved controlled substances and offering a range of treatment procedures and services for the rehabilitation of persons dependent on opium, morphine, heroin, or any derivative or synthetic drug of that group;

(16)
"Phase treatment" means the client's progress through treatment in a graduated sequence system with a gradually decreasing dose;

(17)
"Program sponsor" means a person or representative of an individual or entity who assumes responsibility for the following:

(a)
The operation of a narcotic treatment program;

(b)
The on-site conduct of all employees and other persons providing services; and

(c)
Program compliance with Kentucky and federal law;
(18)
"Proposed program" means an individual or entity in the process of seeking a narcotic treatment license;

(19)
"Public health director" means the director of the local public health department;

(20)
"SNA" means the state narcotic authority, which is the director of the Division of Substance Abuse within the Department for Mental Health/Mental Retardation Services;

(21)
"Take-home dose" means a quantity of an approved controlled substance that the client is eligible to take off-site with the approval and guidance of the medical director; and

(22)
"Voluntary detoxification" means a client-requested and physician-supervised withdrawal from the approved controlled substance.

SECTION 2.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
(a)
The Cabinet for Health Services shall establish within the Division of Substance Abuse a narcotic addiction treatment program consistent with Sections 1 to 20 of this Act.

(b)
The cabinet shall promulgate administrative regulations in accordance with KRS Chapter 13A that:

1.
Provide for licensing of a narcotic treatment program; and

2.
Establish minimum standards for each of the following components of a narcotic treatment program, to the extent that the standards are not otherwise specified in Sections 1 to 20 of this Act and as necessary for full implementation of Sections 1 to 20 of this Act and federal law:

a.
Organizational structure;

b.
Personnel policies;

c.
Quality assurance;

d.
Physical plant; and

e.
Program operations.

(2)
The SNA shall establish an alternative distribution system regarding the direct shipment of methadone and ORLAAM to approved treatment programs using narcotic drugs.

(3)
An approved NTP shall submit a list of personnel, with a copy of the powers of attorney that authorize them to sign order forms and receive shipments of controlled substances, pursuant to 21 C.F.R. sec. 1305.03, 21 C.F.R. sec. 1305.04, and 21 C.F.R. sec. 1305.07, as amended, to the SNA, which may designate another entity or agency to receive the list.

(4)
The program sponsor shall not designate staff other than a physician, registered nurse, or registered pharmacist to sign for or receive shipments of approved controlled substances.

(5)
The program sponsor shall submit a completed federal form 222 to the SNA, which may designate another entity or agency to receive the form, to obtain methadone or ORLAAM.

SECTION 3.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
A proposed program desiring to operate an NTP shall meet the requirements of state law and all applicable administrative regulations, and shall be licensed in accordance with the requirements specified by the Cabinet for Health Services.

(2)
(a)
The proposed program shall submit the profile of all staff members, including but not limited to any program sponsors and administrators and all other personnel, detailing the resume of educational and professional experience, Social Security numbers, and dates of birth.
(b)
If the program is a corporation or partnership, the application shall list all partner and member names, addresses, dates of birth, and Social Security numbers.
(c)
Failure to provide the information in this subsection shall disqualify the application from further review.
(3)
The proposed program shall submit or cause to be submitted on its behalf to the SNA a written protocol that shall serve as an application for licensure by the SNA. This protocol shall include the following:

(a)
A plan of operation;
(b)
A description of the geographic area to be served by the program;
(c)
The population and area to be served;
(d)
The estimated number of persons in the described area who are addicted to heroin or other morphine-like drugs and an explanation of the basis of the estimate;
(e)
The estimated number of persons in the described area addicted to heroin or other morphine-like drugs presently under treatment in methadone and other treatment programs;
(f)
The number of patients in narcotic treatment, the projected rate of intake, and other factors controlling projected intake;
(g)
The program goal;
(h)
A plan for evaluation;
(i)
Memoranda of agreement that reflect support for the need of the program in the community and supportive services from the administrative head of each of the following agencies:
1.
Hospitals;
2.
Chief law enforcement office and the local county jail;
3.
Community mental health and mental retardation agencies;
4.
Private, for-profit alcohol and drug services and publicly funded alcohol and drug services;
5.
Department for Vocational Rehabilitation;
6.
Private, for-profit mental health counseling services;

7.
Local county judge/executive or mayor; and

8.
County attorney or Commonwealth's attorney;
(j)
A client identification system;
(k)
A system to prevent client’s multiple program registration;
(l)
The organizational chart that includes the persons responsible for the program;
(m)
First year budget, which lists available, pending, or projected funds;
(n)
Copies of letters verifying funding;
(o)
Schedule of the amount of the client fees;
(p)
The duties and responsibilities of each staff member and the relationship between the staffing pattern and the treatment goals;
(q)
The duties and responsibilities of the medical director;
(r)
A plan for delegation of the medical director’s duties, if appropriate;
(s)
Training and experience of counselors and therapists;
(t)
Counselor and therapist caseload;
(u)
Procedures and criteria for client selection;
(v)
Program rules and instructions;
(w)
A facility description;
(x)
Initial dosage levels;
(y)
Daily dosage levels;
(z)
Operational procedures, including but not limited to the procedures to be used in inventory maintenance and daily dosing schedules;
(aa)
Procedures that provide for cooperation, support, and consensual participation with local jails and hospitals and local law enforcement for continued withdrawal or maintenance while in custody or hospitalized in the event of client incarceration or hospitalization;
(ab)
Procedures in the event of state, national, or manmade emergency or disaster;
(ac)
Urinalysis procedures which utilize random selection or unannounced collection;
(ad)
Procedures for scheduled termination, voluntary termination, and involuntary termination for cause, including but not limited to the reasons for termination for cause;
(ae)
Fair hearing procedures for client grievances;
(af)
Copies of all forms developed and to be used by the proposed NTP;
(ag)
The facility address and dimensions;
(ah)
Amount of space devoted to methadone treatment, including but not limited to waiting, counseling, dosing, and storage areas;
(ai)
Days and hours of administering doses;
(aj)
Days and hours of other program services;
(ak)
The type of services provided and the hours of use, if the facility is also used for purposes other than narcotic treatment; and
(al)
A diagram of the facility housing the NTP and an accompanying narrative that describes client flow. The diagram and narrative shall specify:
1.
Waiting areas;
2.
Office space;
3.
Dosing area;
4.
Urine collection locations;
5.
Record storage area;
6.
Parking or transportation access; and
7.
The relation of the services to the facility diagram.
(4)
A protocol proposing a new program or a complete revision of the protocol of an approved program shall be submitted to the SNA.

(5)
The proposed program shall submit written policies and procedures in accordance with Sections 1 to 20 of this Act.

SECTION 4.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
The SNA shall review the application materials within thirty (30) working days for the following:
(a)
Criminal convictions by all individuals or entities involved with the proposed program within the preceding five (5) years, including but not limited to violations of controlled substance laws and administrative regulations;
(b)
Suspension or revocation of any FDA, DEA, state narcotic licenses, or professional licenses in the preceding five (5) years of any staff member including the medical director, registered nurses, licensed practical nurses, and registered pharmacist; and
(c)
The written monitoring reports and compliance reports of other NTPs currently operated by the applicant or by any corporation or partnership with whom the applicant has been associated in the preceding five (5) years. These reports shall be obtained from the DEA and FDA agents, medical licensing boards, pharmacy licensing boards, nursing licensing boards, and from other SNAs.
(2)
The SNA shall not grant an application to operate an NTP to any applicant that has employed staff or, if the applicant is a corporation or partnership, any officer of the corporation or member of the partnership who was convicted of a misdemeanor related to controlled substances laws or any felony within the preceding five (5) years.

(3)
The SNA shall work in collaboration with the DEA, FDA, and those persons identified under subsection (3)(i) of Section 3 of this Act in reviewing the proposed application. Before any narcotic license shall be issued to the proposed program, the SNA, the DEA office, and the FDA office shall all agree.

(4)
The SNA shall conduct an on-site inspection to review the proposed program and interview the medical director, program sponsor, and dosing staff.

(5)
The SNA shall not approve any application for an NTP to any entity that poses a risk to the health and safety of the public based on a history of noncompliance with state and federal regulations as verified by the DEA, FDA, or any state licensure agency in a state in which the entity currently legally operates.

(6)
The SNA shall respond in writing, within ten (10) working days, to the proposed program upon receipt of all reports and documents from the applicant and all agencies involved.

(7)
The SNA shall not grant or approve any application without providing proof through documentation of a substantial need for an NTP in the intended geographic region and the persons identified under subsection (3)(i) of Section 3 of this Act.

(8)
(a)
The SNA shall not grant or approve any application for an NTP until an established advisory board composed of the following persons or their representatives has considered the application:

1.
The president of the board of the public health department representing the county where the NTP is to be located;

2.
The director of the community mental health center representing the county where the NTP is to be located;

3.
The county attorney or Commonwealth's attorney;

4.
The director of the substance abuse treatment program for the community mental health center where the NTP is to be located;

5.
The chief law enforcement officer representing the county where the NTP is to be located;

6.
The jailer representing the county where the NTP is to be located; and

7.
The county judge/executive or mayor representing the county or the city where the NTP is to be located.

(b)
The advisory board shall meet at least three (3) times per year.

(c)
A majority vote approving the NTP by the membership of the advisory board shall be required before the SNA may approve or deny the application for an NTP.
(9)
If the application to operate the NTP is approved, the SNA shall, within thirty (30) working days of the completion of the review process:

(a)
Issue a letter, pending receipt of federal approval, that indicates the approval to operate an NTP in Kentucky, the DEA license number, the FDA license number, and the expiration date of the license to operate; and
(b)
Assign a facility responsible for the distribution of the approved controlled substances to be used in the NTP.
(10)
If the application to operate an NTP is not approved within thirty (30) working days, the SNA shall respond in writing with a citation of any deficiency and the requirements and time frames for taking corrective actions to bring the program within compliance for license.

(11)
The proposed program shall provide a plan of correction for any deficiency cited within fifteen (15) working days from the date of receipt of the written citation of any deficiency.

SECTION 5.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
An NTP shall develop policies and procedures that include:

(a)
Waiting list criteria; and
(b)
Policies pertaining to the preparation and labeling of client doses that shall include:
1.
The quantity of approved controlled substances that is indicated on the client's narcotic sheet within the medical record;
2.
Assurance that doses shall be labeled with the exact quantity of narcotic drug ordered;
3.
Assurance that take-home doses shall be formulated to reduce the likelihood of injection of the dose;

4.
Policies that permit clients to know their dose level;

5.
Policies that shall provide for the packaging of take-home doses of the approved controlled substances in containers that meet the requirements of 15 U.S.C. sec. 1471; and
6.
Dose labeling information that includes but is not limited to the name of the program, address and telephone number of the program, name of the controlled substance, name of the client, and the name of the physician ordering the substance and the quantity of the controlled substance, unless the client has requested in writing that the quantity of the substance not be revealed to him or her.
(2)
The program policies shall provide that the medical director or program physician at the individual NTP is in charge of all dose adjustments.

(3)
The program policies shall prohibit dosing personnel from altering client doses without the medical director or program physician’s order.

(4)
Verbal dosing orders shall be signed by the medical director or program physician within forty-eight (48) hours of the order’s receipt.

(5)
The medical record shall indicate any reason for dose changes and shall be signed by the medical director or program physician.

(6)
Detoxification policies for voluntary and administrative detoxification shall be in compliance with 21 C.F.R. sec. 291.505(d)(8) and (9).

(7)
Urine collection policies for drug screening purposes shall be developed to assure absence of falsification. Each sample shall be analyzed for the following drugs:

(a)
Methadone;
(b)
Cocaine;
(c)
Opiates and synthetic opiates;
(d)
Amphetamines, including but not limited to methamphetamines;
(e)
Barbiturates;
(f)
Tetrahydrocannabinol;
(g)
Benzodiazepines; and
(h)
Any other drug that has been determined by the NTP or the SNA to be abused in that program's locality or any other drug that may have been abused by the client.
(8)
An NTP shall have policies that prohibit procedures for offering a bounty, monetary or equipment or merchandise reward, or free services for individuals in exchange for recruitment of new clients into the program.

(9)
An NTP shall assure compliance with the system of treatment phases outlined in Section 10 of this Act.

(10)
An NTP shall develop quality assurance policies to assure that services provided are achieving beneficial maintenance and detoxification effects for the clients using the services.

(11)
Maintenance shall be at the verified decision of the medical director.

(12)
Urine drug screens shall be reviewed by the treatment team monthly to determine client reduction in the use of unauthorized medications.

(13)
Controlled substance medications shall be considered unapproved usage if they are being used by the client without a valid prescription or knowledge of the medical director.

(14)
A valid urine drug screen that is negative for the approved controlled substances, with the exception of ORLAAM, allowed to be used in the NTP shall be considered positive for unauthorized drug use.

(15)
A valid urine drug screen that is positive for any unapproved substance shall require a therapeutic contract to address clinical issues related to the unapproved use of substances.

(16)
An NTP shall develop quality assurance procedures to determine the adequacy of the NTP's organization and service delivery. The assessment shall:

(a)
Examine the content of the NTP's organizational and administrative structure and assess the following:
1.
Availability of counseling services;
2.
Availability of physical health services to clients;
3.
Vocational training available to clients;
4.
Legal assistance or referral, if indicated for the client;
5.
Federal Americans with Disabilities Act defined accessibility in the on-site programs to the clients;
6.
Quality assurance of the program services; and
7.
Continuity of services and care;
(b)
Be reviewed three (3) times each year by the clinical supervisor, medical director, program sponsor, and the dosing nurse supervisor; and
(c)
Evaluate the following:
1.
Appropriateness of the services delivered;
2.
Completeness of documentation in client records;
3.
Quality of and participation in staff training programs; and
4.
Status of licenses and certification documents.
(17)
All NTPs shall be open for dosing services seven (7) days a week with the optional exception of the following holidays:

(a)
New Year's Day;
(b)
Presidents' Day;
(c)
Martin Luther King Day;
(d)
Easter Sunday;
(e)
Memorial Day, last Monday in May;
(f)
Independence Day;
(g)
Labor Day, first Monday in September;
(h)
Thanksgiving Day, fourth Thursday in November; and
(i)
Christmas Day, December 25.
SECTION 6.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
The NTP shall have a program sponsor who shall:

(a)
Assure that KRS 222.231, applicable state administrative regulations, KRS Chapter 218A, Sections 1 to 20 of this Act, 21 C.F.R. sec. 291.505(g), and 21 C.F.R. sec. 1301.76 are followed by the NTP;
(b)
Have two (2) years documented experience in the treatment of addictions. The program sponsor shall be certified by the Board of Certification of Alcohol and Drug Counselors, or a physician, nurse, physician assistant, pharmacist, or nurse practitioner certified by the respective licensing subspecialty, or shall have a minimum of a master's degree in the field of addictions or a related field; and
(c)
Assure that clients:
1.
Receive and sign written information describing all facets of the program in a manner that the client understands;
2.
Have had the contents of the "Consent to Treatment with an Approved Narcotic Drug," Form FDA 2635 (7/93), communicated to them and voluntarily sign the consent to treatment;
3.
If under eighteen (18) years of age, have parents or legal guardians of nonemancipated minors sign the consent to treatment;
4.
Receive information on communicable diseases at admission, readmission, and at six (6) month intervals for two (2) years of treatment; and
5.
Receive HIV and AIDS pretest and posttest counseling, and provide for voluntary HIV testing at admission or when clinically indicated thereafter.
(2)
The program sponsor shall assure:

(a)
That professional staff in the NTP maintain current credentials and that professional skills pertinent to their job descriptions are updated annually;
(b)
That the laboratory performing the testing required under Sections 1 to 20 of this Act is approved by the SNA, is certified by the Health Care Financing Administration or Centers for Medicare and Medicaid Services under the Federal Clinical Laboratory Improvement Act of 1988 as a certified laboratory, has a protocol in place that assures the integrity of the chain of custody for all urine drug tests, and an assurance that the initial test and confirmatory tests for drugs tested on behalf of the program meets the following standards:
1.
For marijuana metabolites, an initial screen of 50ng/ml and confirmation test of 15ng/ml;
2.
For cocaine metabolites, an initial screen of 300ng/ml and confirmation test of 150ng/ml;
3.
For opiates metabolites, an initial screen of 300ng/ml and confirmation test of 300ng/ml;
4.
For amphetamines, an initial screen of 1,000ng/ml and amphetamine confirmation test of 500ng/ml and methamphetamine confirmation test of 500ng/ml;
5.
For barbiturates, an initial screen of 300ng/ml and confirmation test of 300ng/ml; and
6.
Benzodiazepines, with an initial screen of 300ng/ml and confirmation test of 300ng/ml;
(c)
That drug test results are not used as the sole criteria for administratively detoxifying a client from the NTP;
(d)
That when drug testing results are used, presumptive laboratory results are distinguished from results that are definitive;
(e)
That urine samples used for drug screening purposes are handled in a manner that ensures client confidentiality; and
(f)
That client attendance is not revealed to any person or agency without the specific written authorization of the client or a valid court order.
(3)
An NTP shall have a medical director who shall:

(a)
1.
Be licensed by the Commonwealth of Kentucky to practice medicine within the Commonwealth and function autonomously within the NTP, free from any protocol imposed by any NTP, sponsor, or any other entity, but under the guidelines imposed by 21 C.F.R. Part 291 and Sections 1 to 20 of this Act; and

2.
Be a board eligible psychiatrist licensed to practice in Kentucky and have three (3) years documented experience in the provision of services to persons who are addicted to alcohol or other drugs; or
(b)
1.
Be a physician licensed to practice in Kentucky and certified as an addictionologist by the American Society of Addiction Medicine; and
2.
Be responsible for dosing staff in the NTP and be responsible for the NTP's adherence to Sections 1 to 20 of this Act, applicable administrative regulations, KRS Chapter 218A, and 21 C.F.R. sec. 291.505(g).
(4)
NTPs may have a program physician who shall:

(a)
1.
Be licensed by the Commonwealth of Kentucky to practice medicine within the Commonwealth and function autonomously within the NTP free from any protocol imposed by any NTP, sponsor, or any other entity but under the guidelines imposed by 21 C.F.R. Part 291 and Sections 1 to 20 of this Act; and
2.
Be a board eligible psychiatrist licensed to practice in Kentucky and have three (3) years of documented experience in the provision of services to persons who are addicted to alcohol or other drugs; or
(b)
1.
Be a physician licensed to practice in Kentucky and certified as an addictionologist by the American Society of Addiction Medicine; and
2.
Be responsible for dosing staff in the NTP and the NTP's adherence to 21 C.F.R. sec. 291.505(g) and applicable state law.
(5)
The medical director may be the program physician.

(6)
There shall be one (1) medical director or program physician on staff for every three hundred (300) clients, or fraction thereof, enrolled in an NTP.

(7)
The responsibilities of the medical director or program physician shall include:

(a)
Assuring there is evidence of physiologic dependence on narcotics for all clients admitted to the NTP;
(b)
Assuring a history of addiction or that any exceptions to admissions criteria are approved by the SNA and documented in the client's record before the first dose is administered;
(c)
Assuring that appropriate medical histories and physical examinations have been performed before the first dose is administered;
(d)
Assuring that appropriate laboratory studies have been performed and have a documented review by the medical director or program physician, who must sign the record and review before the first dose shall be administered;
(e)
Documenting, signing, or countersigning any medical orders, within forty-eight (48) hours, that include the first dose of narcotic drug or other approved medications;
(f)
Documenting, signing, or countersigning all subsequent medication orders within forty-eight (48) hours, including dose increases and decreases, changes in the frequency of the take-home doses, and emergency situations or special circumstances;
(g)
Assuring that information on all communicable diseases is communicated to all clients as required; and
(h)
Assuring that a review and cosignatures of all telephone or other verbal orders are documented within forty-eight (48) hours of the order.
(8)
The medical director or program physician at the NTP shall:

(a)
Supervise clinical staff responsible for preparation and administering of the approved controlled substances; and
(b)
Assure compliance with program procedures and administrative regulations.
(9)
The medical director or program physician shall order all doses and increases or decreases of doses of medications or other approved drugs for the client through the licensed NTP.

(10)
Any verbal orders shall be given to nursing or pharmacy staff and shall be cosigned by the medical director or program physician within forty-eight (48) hours of the order’s receipt.

(11)
The medical director or program physician shall review all laboratory testing results required by the FDA, SNA, and testing indicated by the client's clinical record. Any specific additional laboratory testing shall be ordered by the medical director or program physician.

(12)
The medical director or program physician, in determining the client’s take-home medications, shall take into consideration the items addressed in Sections 1 to 20 of this Act and 21 C.F.R. sec. 291.505(d)(6).

(13)
An NTP shall provide dosing staff in sufficient numbers to meet the needs of the clients during dosing hours. Dosing staff shall:

(a)
Hold a license as a registered nurse, licensed practical nurse, or pharmacist; and
(b)
Not be dually assigned as counselors.
(14)
Programs shall provide counselors who shall have, at a minimum, a bachelor's degree in a human services related field and an alcohol and drug counselor certification from the Kentucky Board of Alcohol and Drug Counselors or be actively engaged in the certification process.

(15)
There shall be one (1) counselor for every forty (40) clients in the program.

(16)
Any violation of this section may be grounds for immediate and permanent revocation of license to operate within the Commonwealth.

SECTION 7.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
The building used for the NTP shall meet requirements in 21 C.F.R. sec. 1301.74(j) and shall have space for the following operations:

(a)
The waiting area shall be large enough to accommodate the clients arriving for services;
(b)
The waiting area shall be separated from the dosing area to permit each client privacy and confidentiality at the time of dosing; and
(c)
The dosing area shall be clean and sanitary, shall accommodate the dosing staff, and shall contain the following:
1.
A stainless steel sink;
2.
Hot and cold running water;
3.
A refrigerator for dosing supplies; and
4.
Pill-counting trays if tablets are being used.
(2)
Security and floor plan of the dosing area may be unique to each program but shall conform to the requirements in 21 C.F.R. sec. 1301.72.

(3)
The NTP shall make arrangements for the facility to have two (2) restrooms that shall be handicapped accessible.

(4)
The NTP shall assure that restrooms available to clients to provide urine specimens are secure, private, clean, and sanitary.

(5)
The physical plant shall meet building, fire, safety, and health standards specified by state and local government laws and applicable administrative regulations.

(6)
The physical plant shall be secured by a local security company approved by the DEA and the SNA.

(7)
There shall be a minimum of two (2) panic buttons or similar devices for each NTP, one (1) of which shall be in the reception area and one (1) of which shall be in the dosing area.

(8)
There shall be a telephone with an outside line accessible in the dosing area.

(9)
Internal security may be unique to each NTP, shall meet the requirements of 21 C.F.R. sec. 1301.74(b), (h), (i), (j), and (k), 21 C.F.R. sec. 1301.91, and 21 C.F.R. sec. 1301.92, and shall be installed only after consultation with the DEA and the SNA.

(10)
Parking space at the clinic site shall be adequate to accommodate the maximum number of clients expected to be at the clinic site at one (1) time. There shall be specific appointment schedules to prevent the influx of clients that would be disruptive or unsafe to the surrounding community.

(11)
The NTP shall comply with all local zoning and ordinance laws and requirements.

SECTION 8.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
The security and control segment of the NTP assessment procedure shall be conducted quarterly by the program sponsor and dosing nurse supervisor or pharmacist who shall assure compliance with federal law. The evaluation shall also include the following measures:

(a)
Security of the narcotic safe and the building perimeter shall be checked with the contracted security company at the facility location on a quarterly basis. The security company may choose to test the system by telephone;
(b)
Policies shall be checked to assure that the safe is locked at all times while staff are not obtaining or restocking controlled substances;
(c)
Inventory reconciliation shall be conducted on at least a quarterly basis, and all reconciliation documents shall be retained by the program for five (5) years;
(d)
Five (5) percent or more of any inventory discrepancies shall be reported to the SNA and the DEA within forty-eight (48) hours of reconciliation;
(e)
Policies shall be checked to assure that dosing personnel count all new bottles of narcotic tablets before removing any for client doses. Any discrepancies shall be reported to the SNA, the DEA, the FDA, and the U.S. Department for Health and Human Services’ Office of Drug Control, using the DEA Form 1305.12 (12/85), "Report of Theft or Loss of Controlled Substances," within forty-eight (48) hours of the event;
(f)
A system shall be devised to assure that the NTP completes the DEA biennial inventory of narcotic drugs on hand; and
(g)
Order forms for controlled substances, the dosing records, and inventory reconciliation records shall conform to federal law and shall be maintained in a locked and secured area separate from the storage site of the controlled substances.
(2)
Utilization and effectiveness of delivered services shall be reviewed annually by the advisory board in the jurisdiction in which the services are delivered. This review shall consist of a statistical analysis of utilization and clinical outcomes of clients enrolled on the NTP.

(3)
The program sponsor and medical director shall determine on an annual basis the following:

(a)
Treatment slot utilization and cost per slot;
(b)
Staff-to-client ratio;
(c)
Cost per counseling session;
(d)
Cost per client for other program services;
(e)
When and how the dosages are lowered, and if not lowered, the reasons why they were not lowered; and
(f)
Statistical patient outcomes.
(4)
An NTP shall maintain written policies to assure the confidentiality of all client records.

(5)
On a quarterly basis, the program sponsor shall review a ten percent (10%) random sample of client records for the following information and assurances:

(a)
Whether the client signed the "Consent to Treatment with an Approved Narcotic Drug," Form FDA 2635 (7/93);
(b)
Whether the client signed a release of information form, developed by the NTP, which shall include:
1.
The specific type of confidential information to be obtained or released; and
2.
The specific dates that the release is to cover; and
(c)
If the program sponsor serves as a counselor, whether the medical director reviewed ten percent (10%) of the program sponsor’s client records for the same information and assurances contained in this subsection.
(6)
The NTP shall retain a copy of internal assessment documents on file, which shall be available for review by regulatory agencies for five (5) years.

(7)
The NTP shall participate in the data collection system as addressed in administrative regulation and document data on dosage lowering, including but not limited to progress of detoxification.

SECTION 9.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
The admitting physician for the NTP shall comply with the admission requirements of 21 C.F.R. sec. 291.505(d)(1).

(2)
Exceptions to the admission requirements shall be those cited in 21 C.F.R. sec. 291.505(d)(1)(C)(iii).

(3)
(a)
To admit or continue to treat a client who is pregnant, the medical director or program physician shall first determine and document in the client’s record the following:
1.
That the client is medically able to participate in the program;
2.
If the medical director or program physician does not accept the responsibility for providing prenatal care for the term of the client's pregnancy, that the medical director or program physician has referred the client to a primary care physician who practices obstetrics or an obstetrician and informed the attending physician of the client's participation in the NTP;
3.
That appropriate arrangements have been made for the addiction-related medical care of both the client and the child following the birth of the child; and
4.
That methadone dosage levels of pregnant clients shall be maintained at the lowest possible dosage level.
(b)
The program shall ensure that the following services are available for pregnant addicts and are a part of the treatment plan:
1.
Notification by the medical director or program physician to the pregnant client's primary care physician of any changes in the client's treatment;
2.
Nutritional counseling;
3.
Parenting training including newborn care, handling, health, and safety; and
4.
Weekly full drug screen urinalysis.
(4)
If a person applies for admission to an NTP, the person shall be required to sign a release of information that authorizes a program to release or solicit information regarding the person's status in any other substance abuse program.

(5)
A client who has received treatment and who later voluntarily detoxified may be readmitted to an NTP only if there is evidence of current physiologic dependence, up to two (2) years after discharge if the NTP attended is able to document prior treatment of two (2) years or more, and if the admitting medical director or program physician finds readmission to the NTP to be medically justified.

(6)
If a client seeks readmission to an NTP after being administratively detoxified and the medical director or program physician finds readmission to the NTP medically justified, the medical director or program physician shall document the justification in the client's medical record.

SECTION 10.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
An NTP shall comply with an entry phase and a four (4) phase treatment system outlined in this section to achieve the goals of reduced health problems, reduced criminal activity, increased productivity, stabilization of family life, and eventual drug-free living.
(2)
During the first ninety (90) consecutive days of treatment, a client shall adhere to an entry phase that includes the following:

(a)
The client shall be dosed with methadone seven (7) days at the clinic site;
(b)
The client shall be provided weekly counseling sessions to support the implementation of the treatment plan;
(c)
The client shall be provided HIV/AIDS education and provided or referred for HIV pretest counseling and voluntary HIV testing;
(d)
The client shall be oriented to appropriate twelve (12) step programs such as Narcotics Anonymous or Alcoholics Anonymous;
(e)
The client shall provide an observed urine sample one (1) time per week on a random basis;
(f)
There shall be documentation in the client record that the treatment plan will be reviewed and updated a minimum of every thirty (30) days for three (3) months and every ninety (90) days thereafter;
(g)
After thirty (30) days, dosage lowering shall be considered; and
(h)
The medical director or program physician shall sign the treatment plan.
(3)
Before a client shall be permitted to enter phase one (1):

(a)
The client shall not have committed, for ninety (90) consecutive days during the entry phase, any program infraction, including but not limited to:

1.
Failing a urine screen;

2.
Engaging in disruptive behavior at the clinic site;

3.
Threatening staff or other clients; and

4.
Failing to attend scheduled dosing or counseling appointments;
(b)
The NTP shall, as a condition of participating in phase one (1):
1.
Require the client to attend clinic six (6) times each week for observed ingestion of methadone or ORLAAM;
2.
Require the client to attend weekly counseling sessions to support the implementation of the treatment plan;
3.
Require the client to provide an observed urine sample on a random basis at least weekly;
4.
Recommend and encourage the client to attend an appropriate twelve (12) step program;
5.
Document in the client record that the treatment plan has been reviewed, signed, and updated every ninety (90) days. This documentation shall include a report on the client's progress in relation to the treatment plan and the lowering of the dosage given to the client when medically practicable; and
6.
Require the medical director or program physician to sign the treatment plan.
(4)
(a)
Before a client shall be permitted to enter phase two (2), the client shall not have committed, for one hundred eighty (180) consecutive days, any program infraction, including but not limited to:

1.
Failing a urine screen;

2.
Engaging in disruptive behavior at the clinic site;

3.
Threatening staff or other clients; and

4.
Failing to attend scheduled dosing or counseling appointments.
(b)
The NTP shall, as a condition of participating in phase two (2):
1.
Require the client to pursue gainful employment or vocational training, to attend school or be engaged in volunteer work, or be attending parenting classes if the client is a parent at home with children. Clients with disabilities or other circumstances that might interfere with this requirement may submit a written waiver request of this requirement to the SNA, specifying the reasons for the request;
2.
Require the client to have a treatment plan to meet any special needs, including but not limited to disabilities;
3.
Require the client to attend clinic five (5) times each week for observed ingestion of methadone or ORLAAM and be eligible to receive up to two (2) take-home doses of methadone;
4.
Require the client to have an observed urine sample randomly on a twice monthly basis, or more frequently if the treatment plan requires;
5.
Require the client to attend monthly counseling sessions, or more frequently if the treatment plan requires;
6.
Encourage the client to attend appropriate self-help programs outside the clinic;
7.
Document in the client record that the treatment plan has been reviewed and updated every ninety (90) days. This documentation shall include a report on the client's progress in relation to the treatment plan; and
8.
Require the medical director or program physician to sign the treatment plan.
(5)
(a)
Before a client shall be permitted to enter phase three (3), the client shall not have committed, for two hundred seventy (270) consecutive days, any program infraction, including but not limited to:

1.
Failing a urine screen;

2.
Being arrested;

3.
Engaging in disruptive behavior at the clinic site;

4.
Threatening staff or other clients; and

5.
Failing to attend scheduled dosing or counseling appointments.

(b)
Before a client shall be permitted to enter phase three (3), the client shall have met the same entry criteria requirements as established for phase two (2).
(c)
The NTP shall, as a condition of participating in phase three (3):
1.
Require the client to attend clinic three (3) times each week for observed ingestion of methadone and be eligible for up to two (2) days of take-home methadone;
2.
Require the client to provide an observed urine sample on a random basis, monthly, or more frequently if the treatment plan requires;
3.
Require the client to attend twice monthly counseling sessions, or more frequently if the treatment plan requires;
4.
Encourage and recommend the client to attend appropriate self-help groups outside the clinic;
5.
Document in the client record that the treatment plan has been reviewed and updated every ninety (90) days. The record shall reflect appropriate lowering of doses where medically practicable before the client shall be allowed to continue. This documentation shall include a report on the client's progress in relation to the treatment plan; and
6.
Require the medical director or program physician to sign the treatment plan.
(6)
(a)
Before a client shall be permitted to enter phase four (4), the client shall have successfully completed phase three (3) without committing any infraction of clinic rules or policies, misdemeanors, or felonies.
(b)
The NTP shall, as a condition of participating in phase four (4):

1.
Require the clients to be dosed at the clinic site two (2) days per week for observed ingestion of methadone and be eligible for up to three (3) take-home doses of methadone;
2.
Require the client to attend at least two (2) counseling sessions each month;

3.
Require the client to provide an observed urine sample on a random basis, monthly, or more frequently if the treatment plan requires;

4.
Document in the client record that the treatment plan has been reviewed and updated every ninety (90) days. The record shall reflect appropriate lowering of doses where medically practicable before the client shall be allowed to continue. This documentation shall include a report on the client's progress in relation to the treatment plan; and
5.
Require the medical director or program physician to sign the treatment plan.
(7)
Prior to successful completion of any phase, a plan shall be developed that shall assist the client toward a drug-free treatment regimen for continued support.

SECTION 11.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
Under emergency conditions, an NTP may issue fourteen (14) consecutive days of take-home doses without notification to the FDA. The NTP shall notify the SNA and request, in writing, an exception to dosing procedures prior to administration of the first emergency dose. This request shall include:

(a)
The number of take-home doses requested;
(b)
The reason for the request; and
(c)
The client's standing in program phases, adherence to program policies, and the total length of time the client has been enrolled at the NTP.
(2)
The medical director or program physician may grant an exception to the criteria for take-home dosages for any of the following reasons subject to the limitations in this section and written approval from the SNA, which shall be filed in the client record:

(a)
The client has a serious physical disability that would prevent frequent visits to the program facility;
(b)
The client is subject to an exceptional circumstance, including but not limited to an acute illness, family crisis, or necessary travel, whereby hardship would result from requiring exact compliance with the step level schedule set forth in Sections 1 to 20 of this Act. If a client must travel out of the program area, the medical director or program physician shall attempt to arrange for the client to receive his or her daily dosage at another program in lieu of increasing take-home dosages;
(c)
The medical director or program physician shall not grant any exceptions during a calendar month which exceed three (3) exceptions or ten (10) percent of the number of patients enrolled in the program on the last day of the previous month, whichever is greater;
(d)
The medical director or program physician shall document in the client’s record the granting of any exception and the facts justifying the exception. Each program shall also maintain a separate record for all exceptions granted; or
(e)
The SNA shall not grant additional exceptions except in cases of medical emergency or natural disaster, including but not limited to fire, flood, or earthquake.
(3)
An NTP shall restrict a client’s take-home dosage privileges by moving the client back at least one (1) step level on the schedule for take-home dosages if the client’s urinalysis results disclose the unauthorized presence of methadone, cocaine, opiates, amphetamines, barbiturates, tetrahydrocannabinol, benzodiazepines, and any other drug or drugs determined by the NTP or SNA to be abused in that NTP’s locality or any other drug that may have been abused by the client two (2) times or more in a sixty (60) day period.

(4)
An NTP shall restrict a client’s take-home dosage gradually, by moving the client back on the take-home dosage schedule, if the medical director or program physician concludes that the client is no longer a suitable candidate or risk for take-home privileges as presently scheduled.

(5)
An NTP shall revoke a client’s take-home privileges for not less than thirty (30) days and shall require the client to ingest each dosage at the facility for any of the following reasons:

(a)
The client’s urinalysis discloses an absence of methadone, or methadone metabolite, and the medical director confirms the accuracy of such analysis. This shall not be applicable to clients whose daily dosage is twenty-five (25) milligrams or less;
(b)
The client is discovered to be misusing methadone, as established in this subsection;
(c)
The client attempts to register in another NTP;
(d)
The client alters or attempts to alter a urinalysis; or
(e)
The client is not satisfactorily adhering to the requirements of the NTP by virtue of the following:
1.
The client has not complied with all the rules of the NTP;
2.
There is indication that the client has repeatedly used drugs improperly;
3.
There is indication, including appropriate urinalysis results, that the client is misusing methadone. Misuse of methadone includes sharing, giving away, selling, or trading one’s methadone dosage, or not ingesting it in accordance with methadone maintenance treatment program rules;
4.
There is indication that the client is selling, distributing, or otherwise involved with illicit drugs and their use; or
5.
The client is not participating in an educational, vocational, or home-making activity.
(6)
(a)
A client whose take-home privileges were revoked or restricted may regain take-home privileges according to the following schedule:
1.
Phase one (1) by satisfactory adherence for at least thirty (30) days;
2.
Phase two (2) by satisfactory adherence for at least thirty (30) days after regaining phase one (1) privileges;
3.
Phase three (3) by satisfactory adherence for at least thirty (30) days after regaining phase two (2) privileges; and
4.
Phase four (4) by satisfactory adherence for at least thirty (30) days after regaining phase three (3) privileges.
(b)
This section shall not be used to circumvent the requirements of Sections 1 to 20 of this Act. No client shall be advanced to a phase level pursuant to this section unless he or she has previously been at that phase level after having satisfied the requirements of Sections 1 to 20 of this Act.
(7)
If an NTP fails to comply with the requirements of Sections 1 to 20 of this Act, the SNA may order the NTP to suspend all or part of the take-home privileges for a period of thirty (30) days. The SNA shall notify the NTP in writing, prior to any suspension, indicating the reasons for the suspension and the following, as appropriate:

(a)
The NTP shall submit a plan of correction to the SNA within ten (10) days of receipt of the SNA notification;
(b)
If the NTP does not make the corrections in the time specified but has responded within the ten (10) day time period indicating circumstances which the SNA has approved, the SNA may extend the suspension for up to a second thirty (30) day period;
(c)
If the NTP does not make the necessary corrections or does not submit an acceptable plan of correction with the SNA within the time frame specified in this subsection, the SNA shall suspend the NTP’s take-home program until the necessary corrections have been made; or
(d)
If the NTP is determined by the SNA to not comply with Sections 1 to 20 of this Act and is serving clients who meet the requirements in this section or Section 10 or 12 of this Act, the SNA may restrict the NTP’s take-home procedures to the provision of emergency take-homes. This restriction shall be in effect on a client-by-client basis until the NTP has taken corrective actions that bring the program into compliance.
(8)
Maintenance treatment shall be discontinued within two (2) continuous years after the treatment has begun unless, based upon the clinical judgment of the medical director or program physician and staff that shall be recorded in the client’s record by the medical director or program physician, the client’s status indicates that the treatment should be continued for a longer period of time because discontinuance from treatment would lead to a return to illicit opiate abuse or dependence.

(9)
Client status relative to continued maintenance treatment shall be reevaluated at least annually after each year of maintenance treatment and documented in the client’s record by the medical director or program physician or maintenance treatment shall be terminated.

(10)
Documentation of the justification for continued maintenance treatment required by Sections 1 to 20 of this Act shall indicate the client’s progress, or lack thereof, and future expectations as required.

(11)
Each NTP shall submit a specific plan for a client's scheduled termination of maintenance treatment indicating a period of maintenance before the scheduled termination.

(12)
The termination plan shall include dosage schedules, information on counseling, and any other patient support which will be provided during withdrawal.

(13)
Scheduled withdrawal shall be under the immediate direction of the medical director or program physician and shall be individualized.

(14)
A client may voluntarily terminate participation in an NTP even though termination may be against the advice of the NTP.

(15)
If the medical director or program physician determines that the client’s continued participation in the program creates a physically threatening situation for the staff or other clients, the client’s participation may be terminated immediately.

(16)
A client’s participation in an NTP may be involuntarily terminated for cause.

(17)
If an NTP utilizes disciplinary proceedings which include involuntary termination for cause, the program shall include in its protocol reasons and procedures for involuntarily terminating a client’s participation in the program. The procedures shall provide for:

(a)
Explanation to the client of when participation may be terminated for cause;
(b)
Client notification of termination;
(c)
The client’s right to hearing; and
(d)
The client’s right to representation.
(18)
If the NTP elects not to terminate for cause, the protocol shall state that clients shall not be involuntarily terminated for cause except as provided in this section.

(19)
Except as provided in this section, either voluntary or involuntary termination shall take place over a period of time not less than fifteen (15) days unless:

(a)
The medical director or program physician deems it clinically necessary to terminate participation sooner and documents why in the client’s record; or
(b)
The client requests in writing a shorter termination period.
SECTION 12.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
A client shall be required to be in good standing at the clinic, be actively involved in the NTP, and move successfully through each treatment phase in order to remain in the NTP.
(2)
If a client has not complied with program policies or the requirements of Sections 1 to 20 of this Act:
(a)
The client may be placed on a behavioral contract for a minimum of sixty (60) days during any individual program phase; and
(b)
If a client commits three (3) infractions, the medical director or program physician and staff shall consider the removal of the client from the program.
(3)
If a client commits a program infraction, the counseling staff may assist the client in correcting the problem behavior and document the assistive effort in the client's treatment plan.

(4)
If the client breaks the behavioral contract, the client shall be administratively detoxified based on the recommendation of the program physician and the program staff and shall be released from the program.

SECTION 13.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
An NTP may accept a client who transfers from another program within the state.
(2)
An NTP that accepts a client who is voluntarily transferring from another NTP shall:
(a)
Document that the client’s medical record and the reason for the transfer were sought from the client’s previous NTP, and include the medical record and reason received from the previous NTP in the client’s current medical record; and
(b)
Require the client to be in compliance with the readmission policy for a client who has been administratively detoxified.

(3)
An NTP shall forward all client records to another NTP to which a client intends to transfer upon receipt of a written request from the NTP.

(4)
A client who is a Kentucky resident and who wishes to transfer to another Kentucky-based program shall be reviewed by the new program’s admission program physician or medical director on an individual basis to determine placement on the receiving program's client listing. The review shall determine the client's need, program placement availability, and the circumstances for the transfer request.
(5)
A client who is not a Kentucky resident shall transfer to a Kentucky program as a new admission in the entry phase, unless another phase level is approved by the SNA.

SECTION 14.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

A decision regarding a client's treatment, except for medical detoxification, by medical staff shall be subject to appeal by the client. Each NTP shall:
(1)
Develop an appeal procedure that shall be approved by the SNA; and
(2)
Have procedures that include a provision that a central file of all client appeals be maintained at the NTP for review by the SNA.

SECTION 15.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
A client shall have the following rights:
(a)
Not to be unlawfully discriminated against;

(b)
To be given written documentation at the time of admission to the program of legal and human rights, including but not limited to the following:

1.
To give informed consent, except as otherwise provided by law;

2.
To have input in the treatment plan and to be informed of its content;

3.
To receive individualized treatment;

4.
To submit grievances, recommendations, and opinions regarding treatment;

5.
To give informed written consent regarding participation in human subject research;

6.
To have full confidentiality for treatment and records in compliance with state and federal law; and

7.
To receive or refuse visitors, to make telephone calls, and to receive or make written communications; and

(c)
To have voluntary detoxification from the NTP.
(2)
Client rights shall be posted in a conspicuous place in the facility.

(3)
Each client shall be presented with a written document explaining client rights, and the client shall sign the document attesting that the client rights have been explained in an understandable manner. This signed copy shall be maintained in the client's permanent medical record.

(4)
Decisions regarding a client's treatment by staff are subject to appeal by the client.

(5)
When the exercise of a client right is contraindicated by the client's condition, there shall be documentation in the client's record of the reasons for any restriction imposed and of the explanation to the client.

(6)
Each client appeal shall be maintained by the NTP for review by the SNA for two (2) years.
(7)
The appeal procedures, which shall be approved by the SNA, shall comply with the following:

(a)
Each appeal procedure shall contain a detailed description of the NTP’s pretermination fair hearing procedure. The appeal procedure shall provide that a client has a right to a pretermination fair hearing in all cases of involuntary termination from the program for cause where continued participation in the program does not create a physically threatening situation for staff or other clients or the client refuses to the continual and gradual lowering of doses. The procedure shall require:
1.
Identification of reasons for termination, as stated in the program rules, which may include:
a.
Polydrug abuse;
b.
Diversion of methadone;
c.
Violence or threat of violence to program staff or other clients in the program; or
d.
Multiple registration;
2.
Written notification to the client of pending termination containing:
a.
Reasons for termination; and
b.
Explanation of the right to a pretermination fair hearing, which shall explain to the client that rights must be exercised within forty-eight (48) hours of written notice;
3.
Provision for continuance of the client’s treatment status pending decision upon the hearing;
4.
Explanation of the client’s rights during the hearing to:
a.
Be represented by a person or attorney of the client’s choosing;
b.
Call witnesses; and
c.
Examine witnesses presented by the NTP; and
5.
Release of medical information in the client’s file to the client or the client’s representative at least forty-eight (48) hours prior to the hearing;
a.
Medical information requests by the client shall be in the form of a signed consent to release of information; and
b.
Medical information to be released to the client or client’s representative shall be provided by the physician in charge of the client;
(b)
The appeal procedure shall state whether the client is entitled to a hearing before a panel or before a single hearing officer. If the procedure states that the client is entitled to a hearing before a panel, a single hearing officer may not be substituted for the panel without the consent of the client. In the case of a hearing before a panel, a majority vote of the panel shall be necessary to terminate a person from the NTP;
(c)
The NTP shall select the hearing officer or panel from impartial persons not directly involved with the client’s care, which may include local law enforcement officials, local hospital representatives, and local elected officials;
(d)
A hearing shall be scheduled within seven (7) working days from the time the client requests a hearing;
(e)
Unless the program procedures require a higher standard of proof, a client’s participation in a program shall be terminated for cause only after the hearing officer or panel finds by a preponderance of the evidence presented that the reason stated in the notice justifies termination;

(f)
The hearing officer or panel shall render a decision not later than the first working day following the hearing. The NTP shall keep a permanent record of the proceeding. The permanent record of the proceedings may be a tape recording. The decision shall be made in writing and shall be based solely on the evidence presented at the hearing. The decision shall include a summary of the proceedings and the formal findings and conclusions of the hearing officer or panel and shall be mailed to the client on the day that the decision is rendered; and

(g)
Copies of all written materials, including but not limited to all evidence introduced at the hearing, shall be retained for one (1) year.

(8)
A client may appeal an adverse action of a hearing officer or panel by filing an appeal with the Cabinet for Health Services within thirty (30) days of the decision.

(9)
A hearing on the appeal shall be conducted in accordance with KRS Chapter 13B.

(10)
All client appeals shall be maintained at the NTP for review by the SNA for two (2) years.

SECTION 16.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
The protocol for change of an NTP location shall be current, detailed, specific, and complete to permit evaluation by the SNA and to provide a basis for compliance inspections or surveys.
(2)
If an NTP voluntarily decides to change its location, the program shall notify, in writing, the DEA, FDA, the SNA, and the Cabinet for Health Services within ninety (90) days of the proposed relocation. The written request to relocate shall include the following information:

(a)
The reason for the relocation;
(b)
The relocation site;
(c)
The proposed date of the relocation;
(d)
Any program changes that may occur with the relocation; and
(e)
If the NTP is within ninety (90) miles of the original site, any:
1.
Dosing procedural changes; and
2.
Drug distribution problems which may occur due to the relocation.
(3)
If an NTP voluntarily decides to close its operation, it shall notify the SNA, the DEA, FDA, and the Cabinet for Health Services within ninety (90) days before the planned closure of the program.

(4)
The Cabinet for Health Services shall not approve a relocation request unless the NTP has first obtained permission to relocate from the local advisory board pursuant to Section 4 of this Act in the community of the proposed relocation.

SECTION 17.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
The SNA shall monitor an NTP to assure the health and safety of each program client and the protection of the community at large. Monitoring visits shall be conducted annually or more frequently if indicated.

(2)
The SNA may:
(a)
Discontinue any approved controlled substance used in any NTP; or
(b)
Discontinue the utilization of any drug approved for use in narcotic treatment programs.
(3)
Focused and unannounced monitoring visits may be conducted more frequently and may occur in conjunction with the FDA and the DEA.

(4)
Monitoring shall include:

(a)
Inspection of the NTP licensing status;
(b)
Inspection of the status of all applicable staff licenses and certificates;
(c)
Inspection of the status of the NTP's FDA, DEA, and state licenses;
(d)
Inspection of the NTP’s security, in consultation with the Kentucky Board of Pharmacy and local law enforcement officials, which shall include:
1.
Building security, perimeter and internal; and
2.
Security of staff procedures in receipt of narcotic drug, storage of narcotic drug, and handling of the drug in preparation and dosing functions;
(e)
Inspection of the records maintenance, the inventory control procedures, and the internal inventory reconciliation procedures;
(f)
Inspection of the procedures the program has in place to reduce the likelihood of drug diversion by program clients and staff; and
(g)
Random sampling of doses prepared for administration. A quantitative analysis shall be made of any sampling. The SNA shall submit to the program sponsor a receipt for any doses taken for analysis.
(5)
Client records shall be reviewed for the following:

(a)
Whether the client signed the consent to treatment with a controlled substance before the first dose was administered;
(b)
Conformity with 21 C.F.R. sec. 291.505(d)(3)(i) requirements for minimum medical evaluations;
(c)
Conformity with 21 C.F.R. sec. 291.505(d)(2)(ii) and Sections 1 to 20 of this Act for urine drug screening requirements;
(d)
Conformity with client records indicating counseling and appropriate therapeutic action by the treatment team for any client whose urine screen is positive for use of unapproved drugs or negative for the approved controlled substance. The urine drug screen shall not be used as the sole or primary reason for dismissing the client from the NTP;
(e)
Whether the treatment plan has been developed and signed by the medical director or program physician; 

(f)
Whether all physician orders for medications, doses, and dose changes and other treatments have been signed by the medical director or program physician within forty-eight (48) hours of the order’s receipt; and
(g)
Whether medications are administered without the physician’s orders.

(6)
The SNA shall monitor for all other FDA, DEA, or SNA administrative regulations.
(7)
Records shall be reviewed for compliance with all treatment phases, waiver requests, and approvals.

SECTION 18.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
A penalty may be issued by the SNA to an NTP that has violated a requirement of the FDA, DEA, Sections 1 to 20 of this Act.
(2)
If a monitoring visit reveals a regulatory violation, the SNA shall within ten (10) working days issue a written report to the NTP, which also shall be submitted to the FDA and DEA. The NTP shall submit a plan of corrective action within thirty (30) days of receipt of the report to the SNA.

(3)
If a plan of corrective action has been submitted within the thirty (30) days and is acceptable, the SNA shall notify the NTP in writing.

(4)
A follow-up visit to verify that corrective action has been made may be performed by the SNA.

(5)
If the NTP has not filed a plan of corrective action within thirty (30) days after receipt of the report, the NTP shall be notified that its license shall be suspended for a period not to exceed six (6) months or shall be revoked.

(6)
Upon notification of suspension or revocation, the NTP may appeal the suspension or revocation in accordance with Section 19 of this Act.

(7)
The SNA shall immediately suspend or revoke any narcotic treatment license in an emergency affecting the health and safety of the client population or the community as a whole.

(8)
The grounds that shall justify the immediate suspension or revocation of a license are as follows:

(a)
If the allowable difference between the labeled dosage of the approved controlled substance and the actual dosage as determined by a drug assay shall be the United States Pharmacopoeia error rate;
(b)
If more than five percent (5%) of the medical and dosing records reviewed are out of compliance with the administrative regulations;
(c)
If discrepancies in the inventory reconciliation are greater than five percent (5%);
(d)
If continued dosing of a client is prior to completion of the intake procedures, including physical exam, except under SNA approved circumstances;
(e)
If there is evidence in the client’s record that the physician is not in control of the client's treatment;
(f)
If there is consistent dosing of a client before the consent to treatment with controlled substances has been signed by the client;
(g)
If there is a consistent failure to conduct the required urine drug screening procedures on all drugs listed in Sections 1 to 20 of this Act; or
(h)
If there is a failure to comply with the provisions of subsection (5) of Section 7 of this Act.
(9)
The SNA shall notify the FDA monitor, DEA, and the U.S. Department for Health and Human Services Office of Drug Control at the time a revocation or suspension is taken in accordance with this section.

(10)
Except in the case of an emergency affecting the health and safety of the client population or the community as a whole, an appeal shall stay any decision to suspend or revoke a license to operate pending final decision of the secretary.

SECTION 19.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

(1)
If the SNA takes action to deny, suspend, or revoke an NTP license, the SNA shall notify the NTP in writing stating the reasons for the adverse actions and the NTP’s right to appeal.
(2)
If the NTP believes an action by the SNA is unfair, without reason, or unwarranted, the NTP may appeal the action in writing to the secretary of the Cabinet for Health Services within fifteen (15) days after receipt of notice of action from the SNA.

(3)
Upon receipt of the appeal, the secretary or his designee shall notify the NTP in writing within fifteen (15) days of the time and place of the hearing. The secretary or his designee shall appoint a hearing officer to conduct the hearing in accordance with KRS Chapter 13B.

(4)
The hearing officer shall have authority to issue subpoenas to compel the attendance of witnesses and the production of documents to be used as evidence in hearings held pursuant to this section.

(5)
Based upon the record and upon the information obtained at the hearing, the hearing officer shall affirm or overturn the initial decision. The decision of the hearing officer shall be final, and the NTP shall be notified in writing of the decision of the hearing officer.

(6)
If an NTP whose license has been suspended or revoked under Sections 1 to 20 of this Act requests a hearing, the cabinet shall conduct the hearing within five (5) working days of receipt of the request from the NTP. The hearing may be continued at the request of the NTP only for cause.

(a)
The sole issue of the hearing shall be whether one (1) or more grounds for suspension or revocation creates an immediate danger to the client population or the community as a whole.
(b)
The cabinet shall render a decision within five (5) working days of the hearing. If a decision is not rendered within five (5) working days of the hearing, the NTP shall have its license returned and be allowed to operate pending action on other regulatory violations, if any.
(c)
If the hearing officer decides within five (5) working days of the close of the hearing that one (1) or more of the grounds for suspension or revocation create an immediate danger to the client population or the community as a whole, the license of the NTP shall be suspended pending action of the cabinet to accept the plan of correction or revoke the license.
(7)
If suspension or revocation of the license is upheld, the secretary's or his designee’s notification shall specify within twenty (20) days the date by which the NTP shall close.

(8)
AN NTP that continues to operate after the closing date established by the secretary shall be subject to legal action by the cabinet as provided by law.

SECTION 20.   A NEW SECTION OF KRS CHAPTER 222 IS CREATED TO READ AS FOLLOWS:

An NTP operating as of the effective date of this Act shall have ninety (90) days after the effective date of this Act to meet the requirements of Sections 1 to 20 of this Act.

Section 21.   KRS 218A.202 is amended to read as follows:

(1)
The Cabinet for Health Services shall establish an electronic system for monitoring Schedules II, III, IV, and V controlled substances that are dispensed within the Commonwealth by a practitioner or pharmacist or dispensed to an address within the Commonwealth by a pharmacy licensed by the Kentucky Board of Pharmacy.

(2)
A practitioner or a pharmacist shall not have to pay a fee or tax specifically dedicated to the operation of the system.

(3)
Every dispenser within the Commonwealth or who is licensed by the Kentucky Board of Pharmacy shall report to the Cabinet for Health Services the data required by this section in a timely manner as prescribed by the cabinet except that reporting shall not be required for:

(a)
A drug administered directly to a patient, except for a drug that is administered directly to a patient at a narcotic treatment program; or

(b)
A drug dispensed by a practitioner at a facility licensed by the cabinet, except for a drug dispensed by a practitioner at a narcotic treatment program, provided that the quantity dispensed is limited to an amount adequate to treat the patient for a maximum of forty-eight (48) hours.

(4)
Data for each controlled substance that is dispensed shall include but not be limited to the following:

(a)
Patient identifier;

(b)
Drug dispensed;

(c)
Date of dispensing;

(d)
Quantity dispensed;

(e)
Prescriber; and

(f)
Dispenser.

(5)
The data shall be provided in the electronic format specified by the Cabinet for Health Services unless a waiver has been granted by the cabinet to an individual dispenser.

(6)
The Cabinet for Health Services shall be authorized to provide data to:

(a)
A designated representative of a board responsible for the licensure, regulation, or discipline of practitioners, pharmacists, or other person who is authorized to prescribe, administer, or dispense controlled substances and who is involved in a bona fide specific investigation involving a designated person;

(b)
A state, federal, or municipal officer whose duty is to enforce the laws of this state or the United States relating to drugs and who is engaged in a bona fide specific investigation involving a designated person;

(c)
A state-operated Medicaid program;

(d)
A properly convened grand jury pursuant to a subpoena properly issued for the records;

(e)
A practitioner or pharmacist who requests information and certifies that the requested information is for the purpose of providing medical or pharmaceutical treatment to a bona fide current patient; or

(f)
A person who receives data or any report of the system from the cabinet shall not provide it to any other person or entity except by order of a court of competent jurisdiction.

(7)
The Cabinet for Health Services, all law enforcement officers, all officers of the court, and all regulatory agencies and officers, in using the data for investigative or prosecution purposes, shall consider the nature of the prescriber's and dispenser's practice and the condition for which the patient is being treated.

(8)
The data and any report obtained therefrom shall not be a public record.

(9)
Knowing failure by a dispenser to transmit data to the cabinet as required by subsection (3), (4), or (5) of this section shall be a Class A misdemeanor.

(10)
Knowing disclosure of transmitted data to a person not authorized by subsection (6) of this section or authorized by KRS 315.121, or obtaining information under this section not relating to a bona fide specific investigation, shall be a Class D felony.

(11)
The Governor's Office for Technology, in consultation with the Cabinet for Health Services, shall submit an application to the United States Department of Justice for a drug diversion grant to fund a pilot project to study a real-time electronic monitoring system for Schedules II, III, IV, and V controlled substances. The pilot project shall:

(a)
Be conducted in two (2) rural counties that have an interactive real-time electronic information system in place for monitoring patient utilization of health and social services through a federally funded community access program; and

(b)
Study the use of an interactive system that includes a relational data base with query capability.

(12)
Provisions in subsections (1) to (10) of this section that relate to data collection, disclosure, access, and penalties shall apply to the pilot project authorized under subsection (11) of this section.

Section 22.   The following KRS section is repealed:

222.231   Licensing of treatment programs -- Administrative regulations regarding standards -- Revocation or suspension.
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