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AN ACT relating to pharmacy services.

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

SECTION 1.   A NEW SECTION OF KRS CHAPTER 315 IS CREATED TO READ AS FOLLOWS:

The Board of Pharmacy shall develop a pharmacy quality improvement program, creating standards of practice relating to the practice of pharmacy which shall be binding on every state agency and shall be applied by these agencies when enforcing or implementing any authority granted by any applicable statute, rule, or administrative regulation, whether federal or state.
SECTION 2.   A NEW SECTION OF KRS CHAPTER 315 IS CREATED TO READ AS FOLLOWS:

For the purposes of Sections 1 to 4 of this Act, the following terms shall be applied:

(1)
"Continuous quality improvement program" means a system of standards and procedures to identify and evaluate pharmacy services, and to constantly enhance the efficiency and effectiveness of the structures and processes in a pharmacy system that determine the outcomes of medication use.

(2)
"Pharmacy service" means any type of service to a client that a pharmacist performs other than the dispensing of a prescription and includes counseling, cognitive services, problem-solving, and educational services to clients.

SECTION 3.   A NEW SECTION OF KRS CHAPTER 315 IS CREATED TO READ AS FOLLOWS:

(1)
Each pharmacy shall establish a continuous quality improvement program. This program shall be described in policy and procedure manuals, and records shall be maintained of all activities undertaken as part of the pharmacy's continuous quality improvement program.

(2)
Each pharmacy service that is provided, as the result of activities in a pharmacy, shall be documented in a written record or computer database created solely for that purpose. The pharmacy service shall be documented by the pharmacist. Documentation of a pharmacy service shall include a description of the activity that is sufficient to permit categorization and analysis. Pharmacies shall maintain these records for at least two (2) years from the date of their creation.

(3)
As a component of its continuous pharmacy improvement program, each pharmacy shall assure that periodic conferences are held at the pharmacy to discuss quality improvement matters. Such a conference shall be held at least bimonthly. The conference shall be scheduled and led by the pharmacist-in-charge, or by another person designated by the pharmacist-in-charge. The conference shall be attended by pharmacists, pharmacy technicians, and clerical staff of the pharmacy department. The record of pharmacy services shall be reviewed at each conference. Suggestions for improvement in the pharmacy system shall be solicited from all in attendance at the conference. At a minimum, those in attendance at each conference shall consider effects on quality in the pharmacy system due to staffing labels, work flow, and technological support. Records shall be maintained of all discussions held at these conferences.
(4)
Records maintained as a component of a pharmacy continuous quality improvement program are confidential. They are subject to review by the board as necessary to protect the public health. They are considered peer-review documents and are not subject to discovery in civil litigation brought against a licensee by a private party.

SECTION 4.   A NEW SECTION OF KRS CHAPTER 315 IS CREATED TO READ AS FOLLOWS:

Sections 1 to 4 of this Act may be cited as the Kentucky Pharmacy Continuous Quality Improvement Act.
Section 5.   KRS 315.191 is amended to read as follows:

(1)
The board is authorized to:

(a)
Promulgate administrative regulations pursuant to KRS Chapter 13A necessary to regulate and control all matters set forth in this chapter relating to pharmacists, pharmacist interns, pharmacy technicians, pharmacies, wholesale distributors, and manufacturers, to the extent that regulation and control of same have not been delegated to some other agency of the Commonwealth, but administrative regulations relating to drugs shall be limited to the regulation and control of drugs sold pursuant to a prescription drug order. However, nothing contained in this chapter shall be construed as authorizing the board to promulgate any administrative regulations relating to prices or fees or to advertising or the promotion of the sales or use of commodities or services;

(b)
Issue subpoenas, schedule and conduct hearings, or appoint hearing officers to schedule and conduct hearings on behalf of the board on any matter under the jurisdiction of the board;

(c)
Prescribe the time, place, method, manner, scope, and subjects of examinations, with at least two (2) examinations to be held annually;

(d)
Issue and renew all licenses, certificates, and permits for all pharmacists, pharmacist interns, pharmacies, wholesale distributors, and manufacturers engaged in the manufacture, distribution, or dispensation of drugs;

(e)
Investigate all complaints or violations of the state pharmacy laws and the administrative regulations promulgated by the board, and bring all these cases to the notice of the proper law enforcement authorities;

(f)
Promulgate administrative regulations, pursuant to KRS Chapter 13A, that are necessary and to control the storage, retrieval, dispensing, refilling, and transfer of prescription drug orders within and between pharmacists and pharmacies licensed or issued a permit by it;

(g)
Perform all other functions necessary to carry out the provisions of law and the administrative regulations promulgated by the board relating to pharmacists, pharmacist interns, pharmacy technicians, pharmacies, wholesale distributors, and manufacturers;

(h)
Establish or approve programs for training, qualifications, and registration of pharmacist interns;

(i)
Assess reasonable fees, in addition to the fees specifically provided for in this chapter and consistent with KRS 61.870 to 61.884, for services rendered to perform its duties and responsibilities, including, but not limited to, the following:

1.
Issuance of duplicate certificates;

2.
Mailing lists or reports of data maintained by the board;

3.
Copies of documents; or

4.
Notices of meetings;

(j)
Seize any drug or device found by the board to constitute an imminent danger to public health and welfare;

(k)
Establish an advisory council to advise the board on administrative regulations and other matters, within the discretion of the board, pertinent to the regulation of pharmacists, pharmacist interns, pharmacy technicians, pharmacies, drug distribution, and drug manufacturing. The council shall consist of nine (9) members selected by the board for four (4) year terms. No member shall serve on the council for more than two (2) full terms. Membership of the council shall include nine (9) individuals broadly representative of the profession of pharmacy and the general public. Members shall be selected by the board from a list of qualified candidates submitted by the association, society, or other interested parties;[ and]
(l)
Promulgate administrative regulations establishing the qualifications that pharmacy technicians are required to attain prior to engaging in pharmacy practice activities outside the immediate supervision of a pharmacist; and

(m)
Promulgate administrative regulations to create and implement a continuous quality improvement program, as defined in Section 2 of this Act, for all pharmacies, which shall include as a minimum the following:

1.
A three (3) tier system for the compensation of pharmacy services defined further by the level of service;

2.
A methodology to categorize and analyze the delivery of pharmacy services, and the record-keeping procedures for these services;

3.
A review process for the evaluation of frequency, duration, and quality of pharmacy services; and

4.
Other program requirements as determined by the board.

(2)
The board shall have other authority as may be necessary to enforce pharmacy laws and administrative regulations of the board including, but not limited to:

(a)
Joining or participating in professional organizations and associations organized exclusively to promote improvement of the standards of practice of pharmacy for the protection of public health and welfare or facilitate the activities of the board; and

(b)
Receiving and expending funds, in addition to its biennial appropriation, received from parties other than the state, if:

1.
The funds are awarded for the pursuit of a specific objective which the board is authorized to enforce through this chapter, or which the board is qualified to pursue by reason of its jurisdiction or professional expertise;

2.
The funds are expended for the objective for which they were awarded;

3.
The activities connected with or occasioned by the expenditure of the funds do not interfere with the performance of the board's responsibilities and do not conflict with the exercise of its statutory powers;

4.
The funds are kept in a separate account and not commingled with funds received from the state; and

5.
Periodic accountings of the funds are maintained at the board office for inspection or review.

(3)
In addition to the sanctions provided in KRS 315.121, the board or its hearing officer may direct any licensee, permit holder, or certificate holder found guilty of a charge involving pharmacy or drug laws, rules, or administrative regulations of the state, any other state, or federal government, to pay to the board a sum not to exceed the reasonable costs of investigation and prosecution of the case, not to exceed twenty-five thousand dollars ($25,000).

(4)
In an action for recovery of costs, proof of the board's order shall be conclusive proof of the validity of the order of payment and any terms for payment.

Section 6.   KRS 315.220 is amended to read as follows:

(1)
For the purpose of enforcing the provisions of this chapter, officers, agents, and inspectors of the board shall have the power and authority to:

(a)
Administer oaths;

(b)
Enter upon premises of all facilities issued a permit by the board, at all reasonable times for the purpose of:

1.
Making inspections and carrying out the provisions of this chapter;

2.
Conducting investigations;

3.
Requiring production of books, papers, documents, records, or other evidence for inspection or copying;

4.
Seizing evidence; or

5.
Securing oral or written statements;

(c)
Employ special investigators;

(d)
Expend funds for the purpose of obtaining evidence;[ and]
(e)
Issue subpoenas; and

(f)
Review, evaluate on a quarterly basis, and make recommendations for any pharmacy's continuous quality improvement program, and submit a written report to the board.

(2)
As used in subsection (1) of this section, "records" includes, but is not limited to, patient records.

(3)
Any decision to inspect, copy, or seize books, papers, documents, records, or other evidence shall be at the discretion of the officer, agent, or inspector of the board.

(4)
Inspection, copying, or seizure of books, papers, documents, records, or other evidence does not affect the confidential nature of those records, and the board shall maintain the records so as to protect the confidentiality of the records.

SECTION 7.   A NEW SECTION OF KRS CHAPTER 205 IS CREATED TO READ AS FOLLOWS:

(1)
The Cabinet for Human Resources shall develop a state plan to meet the requirements for the implementation of a continuous quality improvement program, as defined in Section 2 of this Act, for its state medical assistance program. The state plan shall be submitted to the Governor and the Legislative Research Commission by December 1, 1998.

(2)
The state plan for a continuous quality improvement program for participating pharmacies shall include:

(a)
Definitions for the type of pharmacy services to be included in the program;
(b)
Reimbursement strategies and guidelines for pharmacy services to be covered under the program;
(c)
Sets of outcome measures to evaluate the effectiveness of a pharmacy improvement program;
(d)
Descriptions and protocols for the integration of physicians and their practice guidelines into a pharmacy improvement program;
(e)
A development of a pilot project which shall lock in participating Medicaid beneficiaries into one (1) pharmacy;
(f)
Protocols for the exchange of information between pharmacies and the Department for Medicaid Services on pharmacy service encounters, either electronic or paper;

(g)
All reporting requirements to satisfy federal mandates for program compliance with the establishment of a quality improvement program; and

(h)
The geographic areas most suitable for the implementation of a pilot project, and the written rationale for the selection of participants.

(3)
The pilot project to implement a continuous quality improvement program with Medicaid participating pharmacies shall include voluntary participation of those pharmacies. 

(4)
The cabinet shall implement the pilot project by April 1, 1999, in a selected geographic area of the state. The cabinet shall:

(a)
Collect data on the provision of pharmacy services as outlined in subsection (2)(a) of this section.

(b)
Develop a request for a proposal to contract with an entity to provide the data analysis and evaluation of the program, and require that all contracts be in accordance with the Kentucky Model Procurement Code under KRS Chapter 45A.

(c)
Provide an interim status report of two (2) quarters of the operation of the pilot project to the Governor, the Legislative Research Commission, and the Kentucky Board of Pharmacy by October 30, 1999, which shall specifically include:

1.
The status of activities that are outlined in the state plan; and
2.
Recommendations on the impact of the implementation of a continuous quality improvement program statewide.

SECTION 8.   A NEW SECTION OF KRS CHAPTER 205 IS CREATED TO READ AS FOLLOWS:

The Cabinet for Human Resources shall promulgate administrative regulations to implement a continuous quality improvement program, as defined in Section 2 of this Act, for the Department of Medicaid Services, to include descriptions of the scope and duration of the project, intended outcomes, pharmacy participation and selection, procedures for contracted services, reporting requirements, and other program specifications as the cabinet deems necessary to implement the provisions of this section and Section 7 of this Act.
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