UNOFFICIAL COPY AS OF 02/09/11
11 REG. SESS.
11 RS BR 1373


AN ACT relating to pain management facilities.

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

Section 1.   KRS 216B.015 is amended to read as follows:

Except as otherwise provided, for purposes of this chapter, the following definitions shall apply:

(1)
"Abortion facility" means any place in which an abortion is performed;

(2)
"Administrative regulation" means a regulation adopted and promulgated pursuant to the procedures in KRS Chapter 13A;

(3)
"Affected persons" means the applicant; any person residing within the geographic area served or to be served by the applicant; any person who regularly uses health facilities within that geographic area; health facilities located in the health service area in which the project is proposed to be located which provide services similar to the services of the facility under review; health facilities which, prior to receipt by the agency of the proposal being reviewed, have formally indicated an intention to provide similar services in the future; and the cabinet and third-party payors who reimburse health facilities for services in the health service area in which the project is proposed to be located;

(4)
"Applicant" means any physician's office requesting a major medical equipment expenditure of one million five hundred thousand dollars ($1,500,000) or more after July 15, 1996, adjusted annually, or any person, health facility, or health service requesting a certificate of need or license;

(5)
"Cabinet" means the Cabinet for Health and Family Services;

(6)
"Capital expenditure" means an expenditure made by or on behalf of a health facility which:

(a)
Under generally accepted accounting principles is not properly chargeable as an expense of operation and maintenance or is not for investment purposes only; or

(b)
Is made to obtain by lease or comparable arrangement any facility or part thereof or any equipment for a facility or part thereof;

(7)
"Capital expenditure minimum" means one million five hundred thousand dollars ($1,500,000) beginning with July 15, 1994, and as adjusted annually thereafter. In determining whether an expenditure exceeds the expenditure minimum, the cost of any studies, surveys, designs, plans, working drawings, specifications, and other activities essential to the improvement, expansion, or replacement of any plant or any equipment with respect to which the expenditure is made shall be included. Donations of equipment or facilities to a health facility which if acquired directly by the facility would be subject to review under this chapter shall be considered a capital expenditure, and a transfer of the equipment or facilities for less than fair market value shall be considered a capital expenditure if a transfer of the equipment or facilities at fair market value would be subject to review;

(8)
"Certificate of need" means an authorization by the cabinet to acquire, to establish, to offer, to substantially change the bed capacity, or to substantially change a health service as covered by this chapter;

(9)
"Certified surgical assistant" means a certified surgical assistant or certified first assistant who is certified by the National Surgical Assistant Association on the Certification of Surgical Assistants, the Liaison Council on Certification of Surgical Technologists, or the American Board of Surgical Assistants. The certified surgical assistant is an unlicensed health-care provider who is directly accountable to a physician licensed under KRS Chapter 311 or, in the absence of a physician, to a registered nurse licensed under KRS Chapter 314;

(10)
"Continuing care retirement community" means a community that provides, on the same campus, a continuum of residential living options and support services to persons sixty (60) years of age or older under a written agreement. The residential living options shall include independent living units, nursing home beds, and either assisted living units or personal care beds;

(11)
"Formal review process" means the ninety (90) day certificate-of-need review conducted by the cabinet;

(12)
"Health facility" means any institution, place, building, agency, or portion thereof, public or private, whether organized for profit or not, used, operated, or designed to provide medical diagnosis, treatment, nursing, rehabilitative, or preventive care and includes alcohol abuse, drug abuse, and mental health services. This shall include, but shall not be limited to, health facilities and health services commonly referred to as hospitals, psychiatric hospitals, physical rehabilitation hospitals, chemical dependency programs, tuberculosis hospitals, skilled nursing facilities, nursing facilities, nursing homes, personal care homes, intermediate care facilities, family care homes, primary care centers, rural health clinics, outpatient clinics, pain management facilities, ambulatory care facilities, ambulatory surgical centers, emergency care centers and services, ambulance providers, hospices, community mental health and mental retardation centers, home health agencies, kidney disease treatment centers and freestanding hemodialysis units, facilities and services owned and operated by health maintenance organizations directly providing health services subject to certificate of need, and others providing similarly organized services regardless of nomenclature;

(13)
"Health services" means clinically related services provided within the Commonwealth to two (2) or more persons, including, but not limited to, diagnostic, treatment, or rehabilitative services, and includes alcohol, drug abuse, and mental health services;

(14)
"Independent living" means the provision of living units and supportive services including, but not limited to, laundry, housekeeping, maintenance, activity direction, security, dining options, and transportation;

(15)
"Intraoperative surgical care" includes the practice of surgical assisting in which the certified surgical assistant or physician assistant is working under the direction of the operating physician as a first or second assist, and which may include the following procedures:

(a)
Positioning the patient;

(b)
Preparing and draping the patient for the operative procedure;

(c)
Observing the operative site during the operative procedure;

(d)
Providing the best possible exposure of the anatomy incident to the operative procedure;

(e)
Assisting in closure of incisions and wound dressings; and

(f)
Performing any task, within the role of an unlicensed assistive person, or if the assistant is a physician assistant, performing any task within the role of a physician assistant, as required by the operating physician incident to the particular procedure being performed;

(16)
"Major medical equipment" means equipment which is used for the provision of medical and other health services and which costs in excess of the medical equipment expenditure minimum. For purposes of this subsection, "medical equipment expenditure minimum" means one million five hundred thousand dollars ($1,500,000) beginning with July 15, 1994, and as adjusted annually thereafter. In determining whether medical equipment has a value in excess of the medical equipment expenditure minimum, the value of studies, surveys, designs, plans, working drawings, specifications, and other activities essential to the acquisition of the equipment shall be included;

(17)
"Nonsubstantive review" means an expedited review conducted by the cabinet of an application for a certificate of need as authorized under KRS 216B.095;

(18)
"Nonclinically-related expenditures" means expenditures for:

(a)
Repairs, renovations, alterations, and improvements to the physical plant of a health facility which do not result in a substantial change in beds, a substantial change in a health service, or the addition of major medical equipment, and do not constitute the replacement or relocation of a health facility; or

(b)
Projects which do not involve the provision of direct clinical patient care including, but not limited to, the following:

1.
Parking facilities;

2.
Telecommunications or telephone systems;

3.
Management information systems;

4.
Ventilation systems;

5.
Heating or air conditioning, or both;

6.
Energy conservation; or

7.
Administrative offices;

(19)
"Pain management facility" means a facility which advertises in any medium for any type of pain-management services, or employs a physician who is primarily engaged in the treatment of pain by prescribing or dispensing Schedule II, Schedule III, or Schedule IV controlled substance medications;

(20)
"Party to the proceedings" means the applicant for a certificate of need and any affected person who appears at a hearing on the matter under consideration and enters an appearance of record;

(21)[(20)]
"Perioperative nursing" means a practice of nursing in which the nurse provides preoperative, intraoperative, and postoperative nursing care to surgical patients;

(22)[(21)]
"Person" means an individual, a trust or estate, a partnership, a corporation, an association, a group, state, or political subdivision or instrumentality including a municipal corporation of a state;

(23)[(22)]
"Physician assistant" means the same as the definition provided in KRS 311.550;

(24)[(23)]
"Record" means, as applicable in a particular proceeding:

(a)
The application and any information provided by the applicant at the request of the cabinet;

(b)
Any information provided by a holder of a certificate of need or license in response to a notice of revocation of a certificate of need or license;

(c)
Any memoranda or documents prepared by or for the cabinet regarding the matter under review which were introduced at any hearing;

(d)
Any staff reports or recommendations prepared by or for the cabinet;

(e)
Any recommendation or decision of the cabinet;

(f)
Any testimony or documentary evidence adduced at a hearing;

(g)
The findings of fact and opinions of the cabinet or the findings of fact and recommendation of the hearing officer; and

(h)
Any other items required by administrative regulations promulgated by the cabinet;

(25)[(24)]
"Registered nurse first assistant" means one who:

(a)
Holds a current active registered nurse licensure;

(b)
Is certified in perioperative nursing; and

(c)
Has successfully completed and holds a degree or certificate from a recognized program, which shall consist of:

1.
The Association of Operating Room Nurses, Inc., Core Curriculum for the registered nurse first assistant; and

2.
One (1) year of postbasic nursing study, which shall include at least forty-five (45) hours of didactic instruction and one hundred twenty (120) hours of clinical internship or its equivalent of two (2) college semesters.


A registered nurse who was certified prior to 1995 by the Certification Board of Perioperative Nursing shall not be required to fulfill the requirements of paragraph (c) of this subsection;

(26)[(25)]
"Secretary" means the secretary of the Cabinet for Health and Family Services;

(27)[(26)]
"Sexual assault examination facility" means a licensed health facility, emergency medical facility, primary care center, or a children's advocacy center or rape crisis center that is regulated by the Cabinet for Health and Family Services, and that provides sexual assault examinations under KRS 216B.400;

(28)[(27)]
"State health plan" means the document prepared triennially, updated annually, and approved by the Governor;

(29)[(28)]
"Substantial change in a health service" means:

(a)
The addition of a health service for which there are review criteria and standards in the state health plan;

(b)
The addition of a health service subject to licensure under this chapter; or

(c)
The reduction or termination of a health service which had previously been provided in the health facility;

(30)[(29)]
"Substantial change in bed capacity" means the addition, reduction, relocation, or redistribution of beds by licensure classification within a health facility;

(31)[(30)]
"Substantial change in a project" means a change made to a pending or approved project which results in:

(a)
A substantial change in a health service, except a reduction or termination of a health service;

(b)
A substantial change in bed capacity, except for reductions;

(c)
A change of location; or

(d)
An increase in costs greater than the allowable amount as prescribed by regulation;

(32)[(31)]
"To acquire" means to obtain from another by purchase, transfer, lease, or other comparable arrangement of the controlling interest of a capital asset or capital stock, or voting rights of a corporation. An acquisition shall be deemed to occur when more than fifty percent (50%) of an existing capital asset or capital stock or voting rights of a corporation is purchased, transferred, leased, or acquired by comparable arrangement by one (1) person from another person;

(33)[(32)]
"To batch" means to review in the same review cycle and, if applicable, give comparative consideration to all filed applications pertaining to similar types of services, facilities, or equipment affecting the same health service area;

(34)[(33)]
"To establish" means to construct, develop, or initiate a health facility;

(35)[(34)]
"To obligate" means to enter any enforceable contract for the construction, acquisition, lease, or financing of a capital asset. A contract shall be considered enforceable when all contingencies and conditions in the contract have been met. An option to purchase or lease which is not binding shall not be considered an enforceable contract; and

(36)[(35)]
"To offer" means, when used in connection with health services, to hold a health facility out as capable of providing, or as having the means of providing, specified health services.

SECTION 2.   A NEW SECTION OF KRS CHAPTER 216B IS CREATED TO READ AS FOLLOWS:

(1)
All pain management facilities shall comply with the licensure requirements as set forth in KRS 216B.105.

(2)
All pain management facilities shall designate a physician licensed under KRS Chapter 311 who is responsible for complying with all requirements related to licensure and operation of the facility and shall notify the cabinet of the identity of the designated physician. Within ten (10) days after termination of a designated physician, the clinic shall notify the cabinet of the identity of another designated physician for that facility. The designated physician shall have a full, active, and unencumbered license, shall practice at the facility location for which the physician has assumed responsibility, and shall meet the education and training requirements established under subsection (6) of this section.

(3)
A pain management facility shall not contract with or employ a physician:

(a)
Whose Drug Enforcement Administration number has ever been revoked;

(b)
Whose application for a license to prescribe, dispense, or administer a controlled substance has been denied by any jurisdiction; or

(c)
Who has been convicted of or plead guilty or nolo contendere to, regardless of adjudication, an offense that constitutes a felony for receipt of illicit and diverted drugs, including a controlled substance listed in Schedule I, Schedule II, Schedule III, Schedule IV, or Schedule V, in this state or any other state in the United States.

(4)
A pain management facility shall not accept cash as payment.

(5)
A pain management facility shall utilize the electronic monitoring system established under Section 3 of this Act for each patient who is prescribed or to whom is dispensed a Schedule II, Schedule III, or Schedule IV controlled substance and shall retain a record of the usage, including any reference number generated by the electronic monitoring system, in the patient's medical records. If the patient is a resident of another state and that state has a similar electronic monitoring system, the facility shall additionally, if allowed by the other state, utilize that state's system in the same manner and with the same records retention requirements as required for the Kentucky system.

(6)
The cabinet shall, within ninety (90) days of the effective date of this Act, promulgate administrative regulations in accordance with KRS Chapter 13A to establish:

(a)
Facility-operations requirements for pain management facilities;

(b)
Infection-control requirements for pain management facilities;

(c)
Health-and-safety requirements for pain management facilities;

(d)
Quality-assurance requirements for pain management facilities;

(e)
Procedures for maintaining patient records for pain management facilities;

(f)
Training requirements for all facility health care practitioners who are not regulated by another board and who practice in pain management facilities;

(g)
Procedures for the inspection of pain management facilities;

(h)
Data collection and reporting requirements for pain management facilities; and

(i)
Education and training requirements for physicians designated as responsible for complying with all requirements related to licensure and operation of a pain management facility under subsection (2) of this section, with the requirements requiring at least two (2) years of residency or equivalent training in pain management.

Section 3.   KRS 218A.202 is amended to read as follows:

(1)
The Cabinet for Health and Family 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 that has obtained a license, permit, or other authorization to operate from 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 any other dispenser who has obtained a license, permit, or other authorization to operate from the Kentucky Board of Pharmacy shall report to the Cabinet for Health and Family 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; or

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

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

1.[(a)]
Patient identifier;

2.[(b)]
Drug dispensed;

3.[(c)]
Date of dispensing;

4.[(d)]
Quantity dispensed;

5.[(e)]
Prescriber; and

6.[(f)]
Dispenser.

(b)
If the controlled substance is a Schedule II, Schedule III, or Schedule IV controlled substance and is dispensed at retail, the person purchasing or receiving the controlled substance shall produce a government-issued photo identification showing the date of birth of the person. If that person is not the person for whom the controlled substance was prescribed, the dispensing data shall include, in addition to the data required by paragraph (a) of this subsection, the name, date of birth, and address of the person purchasing or receiving the controlled substance.

(5)
The data shall be provided in the electronic format specified by the Cabinet for Health and Family Services unless a waiver has been granted by the cabinet to an individual dispenser. The cabinet shall establish acceptable error tolerance rates for data. Dispensers shall ensure that reports fall within these tolerances. Incomplete or inaccurate data shall be corrected upon notification by the cabinet if the dispenser exceeds these error tolerance rates.

(6)
The Cabinet for Health and Family Services shall only disclose data to persons and entities authorized to receive that data under this section. Disclosure to any other person or entity, including disclosure in the context of a civil action where the disclosure is sought either for the purpose of discovery or for evidence, is prohibited unless specifically authorized by this section. The Cabinet for Health and Family 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 Kentucky peace officer certified pursuant to KRS 15.380 to 15.404, a certified or full-time peace officer of another state, or a federal peace officer whose duty is to enforce the laws of this Commonwealth, of another state, or of 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;

(f)
In addition to the purposes authorized under paragraph (a) of this subsection, the Kentucky Board of Medical Licensure, for any physician who is:

1.
Associated in a partnership or other business entity with a physician who is already under investigation by the Board of Medical Licensure for improper prescribing practices;

2.
In a designated geographic area for which a trend report indicates a substantial likelihood that inappropriate prescribing may be occurring; or

3.
In a designated geographic area for which a report on another physician in that area indicates a substantial likelihood that inappropriate prescribing may be occurring in that area;

(g)
In addition to the purposes authorized under paragraph (a) of this subsection, the Kentucky Board of Nursing, for any advanced practice registered nurse who is:

1.
Associated in a partnership or other business entity with a physician who is already under investigation by the Kentucky Board of Medical Licensure for improper prescribing practices;

2.
Associated in a partnership or other business entity with an advanced practice registered nurse who is already under investigation by the Board of Nursing for improper prescribing practices;

3.
In a designated geographic area for which a trend report indicates a substantial likelihood that inappropriate prescribing may be occurring; or

4.
In a designated geographic area for which a report on a physician or another advanced practice registered nurse in that area indicates a substantial likelihood that inappropriate prescribing may be occurring in that area; or

(h)
A judge or a probation or parole officer administering a diversion or probation program of a criminal defendant arising out of a violation of this chapter or of a criminal defendant who is documented by the court as a substance abuser who is eligible to participate in a court-ordered drug diversion or probation program.

(7)
The Department for Medicaid Services may use any data or reports from the system for the purpose of identifying Medicaid recipients whose usage of controlled substances may be appropriately managed by a single outpatient pharmacy or primary care physician.

(8)
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 and only to a person or entity authorized to receive the data or the report under this section, except that:

(a)
A peace officer specified in subsection (6)(b) of this section who is authorized to receive data or a report may share that information with other peace officers specified in subsection (6)(b) of this section authorized to receive data or a report if the peace officers specified in subsection (6)(b) of this section are working on a bona fide specific investigation involving a designated person. Both the person providing and the person receiving the data or report under this paragraph shall document in writing each person to whom the data or report has been given or received and the day, month, and year that the data or report has been given or received. This document shall be maintained in a file by each law enforcement agency engaged in the investigation; and

(b)
A representative of the Department for Medicaid Services may share data or reports regarding overutilization by Medicaid recipients with a board designated in subsection (6)(a) of this section, or with a law enforcement officer designated in subsection (6)(b) of this section; and

(c)
The Department for Medicaid Services may submit the data as evidence in an administrative hearing held in accordance with KRS Chapter 13B.

(9)
The Cabinet for Health and Family Services, all peace officers specified in subsection (6)(b) of this section, 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.

(10)
The data and any report obtained therefrom shall not be a public record, except that the Department for Medicaid Services may submit the data as evidence in an administrative hearing held in accordance with KRS Chapter 13B.

(11)
Intentional 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 for the first offense and a Class D felony for each subsequent offense.

(12)
Intentional disclosure of transmitted data to a person not authorized by subsection (6) to subsection (8) 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 for the first offense and a Class C felony for each subsequent offense.

(13)
The Commonwealth Office of Technology, in consultation with the Cabinet for Health and Family 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.

(14)
Provisions in this section that relate to data collection, disclosure, access, and penalties shall apply to the pilot project authorized under subsection (13) of this section.

(15)
The Cabinet for Health and Family Services may limit the length of time that data remain in the electronic system. Any data removed from the system shall be archived and subject to retrieval within a reasonable time after a request from a person authorized to review data under this section.

(16)
(a)
The Cabinet for Health and Family Services shall work with each board responsible for the licensure, regulation, or discipline of practitioners, pharmacists, or other persons who are authorized to prescribe, administer, or dispense controlled substances for the development of a continuing education program about the purposes and uses of the electronic system for monitoring established in this section.

(b)
The cabinet shall work with the Kentucky Bar Association for the development of a continuing education program for attorneys about the purposes and uses of the electronic system for monitoring established in this section.

(c)
The cabinet shall work with the Justice and Public Safety Cabinet for the development of a continuing education program for law enforcement officers about the purposes and users of the electronic system for monitoring established in this section.
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