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AN ACT relating to drugs.

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

Section 1.   KRS 217.015 is amended to read as follows:

For the purposes of KRS 217.005 to 217.215:

(1)
The term "secretary" means the secretary of the Cabinet for Human Resources;

(2)
The term "cabinet" means the Cabinet for Human Resources or its designee;

(3)
The term "person" means an individual, or a firm, partnership, company, corporation, trustee, association, or any public or private entity;

(4)
The term "food" means:

(a)
Articles used for food or drink for man or other animals;

(b)
Chewing gum; and

(c)
Articles used for components of any such article;

(5)
The term "drug" means:

(a)
Articles recognized in the official United States pharmacopoeia, official homeopathic pharmacopoeia of the United States, or official national formulary, or any supplement to any of them;

(b)
Articles intended for use in the diagnosis, cure, mitigation, treatment or prevention of disease in man or other animals;

(c)
Articles, other than food, intended to affect the structure or any function of the body of man or other animals; and

(d)
Articles intended for use as a component of any article specified in this subsection but does not include devices or their components, parts, or accessories;

(6)
The term "device", except when used in subsection (12) of this section and in subsection (10) of KRS 217.175, subsection (6) of KRS 217.035, subsection (3) of KRS 217.065, and subsection (3) of KRS 217.095, means instruments, apparatus and contrivances, including their components, parts and accessories, intended:

(a)
For use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals; or

(b)
To affect the structure or any function of the body of man or other animals;

(7)
The term "cosmetic" means:

(a)
Articles intended to be rubbed, poured, sprinkled, or sprayed on, introduced into, or otherwise applied to the human body or any part thereof for cleansing, beautifying, promoting attractiveness, or altering the appearance; and

(b)
Articles intended for use as a component of any such articles, except that such term shall not include soap;

(8)
The term "official compendium" means the official United States pharmacopoeia, official homeopathic pharmacopoeia of the United States, official national formulary, or any supplement to any of them;

(9)
The term "label" means a display of written, printed, or graphic matter upon the immediate container of any article; and a requirement made by or under authority of KRS 217.005 to 217.215 that any word, statement, or other information appearing on the label shall not be considered to be complied with unless the word, statement, or other information also appears on the outside container or wrapper, if any there be, of the retail package of the article, or is easily legible through the outside container or wrapper;

(10)
The term "immediate container" shall not include package liners;

(11)
The term "labeling" means all labels and other written, printed or graphic matter:

(a)
Upon an article or any of its containers or wrappers; or

(b)
Accompanying the article;

(12)
If an article is alleged to be misbranded because the labeling is misleading, or if an advertisement is alleged to be false because it is misleading, in determining whether the labeling or advertisement is misleading, there shall be taken into account, among other things, not only representations made or suggested by statement, word, design, device, sound, or in any combination thereof, but also the extent to which the labeling or advertisement fails to reveal facts material in the light of the representations or material with respect to consequences which may result from the use of the article to which the labeling or advertisement relates under the conditions of use prescribed in the labeling or advertisement thereof or under the conditions of use as are customary or usual;

(13)
The term "advertisement" means all representations disseminated in any manner or by any means, other than by labeling, for the purpose of inducing, or which are likely to induce, directly or indirectly, the purchase of food, drugs, devices, or cosmetics;

(14)
The representation of a drug, in its labeling or advertisement, as an antiseptic shall be considered to be a representation that it is a germicide, except in the case of a drug purporting to be, or represented as, an antiseptic for inhibitory use as a wet dressing, ointment, dusting powder, or other use involving prolonged contact with the body;

(15)
The term "legend drug" means a drug defined by the Federal Food, Drug and Cosmetic Act, as amended, and under which definition its label is required to bear the statement "Caution: Federal law prohibits dispensing without prescription.";
(16)[(15)]
The term "new drug" means:

(a)
Any drug the composition of which is such that the drug is not generally recognized among experts qualified by scientific training and experience to evaluate the safety of drugs, as safe for use under the conditions prescribed, recommended, or suggested in the labeling thereof; or

(b)
Any drug the composition of which is such that the drug, as a result of investigations to determine its safety for use under such conditions, has become so recognized, but which has not, otherwise than in the investigations, been used to a material extent or for a material time under the conditions;

(17)[(16)]
The term "contaminated with filth" shall apply to any food, drug, device, or cosmetic not securely protected from dust, dirt, and as far as may be necessary by all reasonable means, from all foreign or injurious contaminations;

(18)[(17)]
The provisions of KRS 217.005 to 217.215 regarding the selling of food, drugs, devices, or cosmetics, shall be considered to include the manufacture, production, processing, packing, exposure, offer, possession, and holding of any such article for sale; and the sale, dispensing, and giving of any such article, and the supplying or applying of any such articles in the conduct of any food, drug, or cosmetic establishment;

(19)[(18)]
The term "federal act" means the federal Food, Drug and Cosmetic Act (21 U.S.C. Sec. 301 et seq.; 52 Stat. 1040 et seq., or amendments thereto);

(20)[(19)]
The term "flour" shall include and be limited to the foods, commonly known as flour, white flour, wheat flour, plain flour, bromated flour, self-rising flour, self-rising white flour, self-rising wheat flour, phosphated flour, phosphated white flour, and phosphated wheat flour, defined under the federal act;

(21)[(20)]
The term "enriched" as applied to flour, means the addition to flour of vitamins and other nutritional ingredients necessary to make it conform to the definition and standard of "enriched" flour as defined under the federal act;

(22)[(21)]
The terms "bread" and "enriched bread" shall include, and be limited to, the foods commonly known and described as "white bread," "white rolls," "white buns," "enriched white bread," "enriched rolls," and "enriched white buns," as defined under the federal act;

(23)[(22)]
The term "filled milk" means any milk, cream, or skimmed milk, whether or not condensed, evaporated, concentrated, frozen, powdered, dried, or desiccated, to which has been added, or which has been blended or compounded with, any fat or oil other than milk fat, except the fat or oil of contained eggs and nuts and the fat or oil of substances used for flavoring purposes only, so that the resulting product is an imitation or semblance of milk, cream, skimmed milk, ice cream mix, ice cream, or frozen desserts, whether or not condensed, evaporated, concentrated, frozen, powdered, dried, or desiccated, whether in bulk or in containers, hermetically sealed or unsealed. This definition shall not mean or include any milk or cream from which no part of the milk or butter fat has been extracted, whether or not condensed, evaporated, concentrated, powdered, dried, or desiccated, to which has been added any substance rich in vitamins, nor any distinctive proprietary food compound not readily mistaken for milk or cream or for condensed, evaporated, concentrated, powdered, dried, or desiccated milk or cream, if the compound is prepared and designed for the feeding of infants or young children, sick or infirm persons, and customarily used on the order of a physician, and is packed in individual containers bearing a label in bold type that the contents are to be used for those purposes; nor shall this definition prevent the use, blending or compounding of chocolate as a flavor with milk, cream, or skimmed milk, desiccated, whether in bulk or in containers, hermetically sealed or unsealed, to or with which has been added, blended or compounded no other fat or oil other than milk or butter fat;

(24)
The term "dispense" means to deliver a drug or device to an ultimate user or research subject by or pursuant to the lawful order of a practitioner, including the packaging, labeling, or compounding necessary to prepare the substance for that delivery;

(25)
The term "dispenser" means a person who lawfully dispenses a drug or device to or for the use of an ultimate user;
(26)[(23)]
The term "practitioner" means medical or osteopathic physicians, dentists, chiropodists, and veterinarians who are licensed under the professional licensing laws of Kentucky to prescribe and administer drugs and devices; it shall also include optometrists when administering or prescribing pharmaceutical agents authorized in subsections (13), (14), and (15) of KRS 320.240, and advanced registered nurse practitioners as authorized in KRS 314.011 and 314.042;

(27)[(24)]
The term "prescription" means a written or oral order for a drug or medicine, or combination or mixture of drugs or medicines, or proprietary preparation, signed or given or authorized by a medical, dental, chiropody, veterinarian, or optometric practitioner, and intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals;

(28)
The term "prescription blank" means a document that conforms with KRS 217.216 and is intended for prescribing a drug to an ultimate user;

(29)
The term "second or subsequent offense" has the same meaning as it does in KRS 218A.010;

(30)
The term "traffic" has the same meaning as it does in KRS 218A.010;

(31)
The term "ultimate user" has the same meaning as it does in KRS 218A.010;
(32)[(25)]
The term "Meat Inspection Act" means the federal Meat Inspection Act (21 U.S.C. Sec. 71 et seq.; 34 Stat. 1260 et seq., including any amendments thereto);

(33)[(26)]
The term "Poultry Products Inspection Act" means the federal Poultry and Poultry Products Inspection Act; 21 U.S.C. Sec. 451 et seq.; Public Law 85-172; 71 Stat. 441, including any amendments thereto;

(34)[(27)]
The term "Fair Packaging and Labeling Act" means the Fair Packaging and Labeling Act as it relates to foods and cosmetics, 15 U.S.C. Sec. 1451 et seq., and all amendments thereto;

(35)[(28)]
The term "pesticide chemical" means any substance which, alone, in chemical combination, or in formulation with one or more other substances is an "economic poison" within the meaning of the federal Insecticide, Fungicide and Rodenticide Act and subsequent amendments thereto, and which is used in the production, storage, or transportation of raw agricultural commodities;

(36)[(29)]
The term "raw agricultural commodity" means any food in its raw or natural state, including all fruits that are washed, colored, or otherwise treated in their unpeeled natural form prior to marketing;

(37)[(30)]
The term "food additive" means any substance, the intended use of which results or may be reasonably expected to result, directly or indirectly, in its becoming a component or otherwise affecting the characteristics of any food, including any substance intended for use in producing, manufacturing, packing, processing, preparing, treating, packaging, transporting, or holding food; and including any source of radiation intended for any such use, if the substance is not generally recognized, among experts qualified by scientific training and experience to evaluate its safety, as having been adequately shown through scientific procedures or, in the case of a substance used in a food prior to January 1, 1958, through either scientific procedures or experience based on common use in food to be safe under the conditions of its intended use; except that the term does not include:

(a)
A pesticide chemical in or on a raw agricultural commodity; or

(b)
A pesticide chemical to the extent that it is intended for use or is used in the production, storage, or transportation of any raw agricultural commodity; or

(c)
A color additive; or

(d)
Any substance used in accordance with a sanction or approval granted prior to the enactment of the Food Additives Amendment of 1958, pursuant to the federal act; the Poultry Products Inspection Act, 21 U.S.C. Sec. 451 et seq., or the Meat Inspection Act of 1907 and subsequent amendments thereto;

(38)[(31)]
(a)  The term "color additive" means a material which:

1.
Is a dye, pigment, or other substance made by a process of synthesis or similar artifice, or extracted, isolated, or otherwise derived, with or without intermediate or final change of identity, from a vegetable, animal, mineral, or other source; or

2.
When added or applied to a food, drug, or cosmetic, or to the human body or any part thereof, is capable, alone or through reaction with other substance, of imparting color thereto; except that the term shall not include any material which has been or hereafter is exempted under the federal act;

(b)
The term "color" shall include, but not be limited to black, white, and intermediate grays;

(c)
Nothing in paragraph (a)1. of this subsection shall be construed to apply to any pesticide chemical, soil or plant nutrient, or other agricultural chemical solely because of its effect in aiding, retarding, or otherwise affecting, directly or indirectly, the growth or other natural physiological process of produce of the soil and thereby affecting its color, whether before or after harvest.

(39)[(32)]
The term "Environmental Pesticide Control Act of 1972" means the federal Environmental Pesticide Control Act of 1972, Public Law 92-516, and all amendments thereto;

(40)[(33)]
The term "retail food establishment" means any food service establishment, retail food store, or a combination of both within the same establishment;

(41)[(34)]
The term "food service establishment" means any fixed or mobile commercial establishment that engages in the preparation and serving of ready-to-eat foods in portions to the consumer, including, but not limited to: restaurants; coffee shops; cafeterias; short order cafes; luncheonettes; grills; tea rooms; sandwich shops; soda fountains; taverns; bars; cocktail lounges; nightclubs; roadside stands; industrial feeding establishments; private, public or nonprofit organizations or institutions routinely serving food; catering kitchens; commissaries; or similar places in which food is prepared for sale or service on the premises or elsewhere with or without charge. It shall not include food vending machines, establishments serving beverages only in single service or original containers or retail food stores which only cut, slice, and prepare cold-cut sandwiches for individual consumption;

(42)[(35)]
The term "temporary food service establishment" means any food service establishment which operates at a fixed location for a period of time, not to exceed fourteen (14) consecutive days;

(43)[(36)]
The term "retail food store" means any fixed or mobile establishment where food or food products, including prepackaged, labeled sandwiches or other foods to be heated in a microwave or infrared oven at the time of purchase, are offered for sale to the consumer, and intended for off-premises consumption, but shall not include establishments which handle only prepackaged, snack-type, nonpotentially hazardous foods, markets that offer only fresh fruits and vegetables for sale, food service establishments, food and beverage vending machines, vending machine commissaries, or food processing establishments;

(44)[(37)]
The term "salvage distributor" means a person who engages in the business of distributing, peddling, or otherwise trafficking in any salvaged merchandise;

(45)[(38)]
The term "salvage processing plant" means an establishment operated by a person engaged in the business of reconditioning, labeling, relabeling, repackaging, recoopering, sorting, cleaning, culling or who by other means salvages, sells, offers for sale, or distributes for human or animal consumption or use any salvaged food, beverage, including beer, wine and distilled spirits, vitamins, food supplements, dentifices, cosmetics, single-service food containers or utensils, containers and packaging materials used for foods and cosmetics, soda straws, paper napkins, or any other product of a similar nature that has been damaged or contaminated by fire, water, smoke, chemicals, transit, or by any other means;

(46)[(39)]
The term "food processing establishment" means any commercial establishment in which food is manufactured, processed, or packaged for human consumption, but shall not include retail food establishments; and

(47)[(40)]
The term "food storage warehouse" means any establishment in which food is stored for subsequent distribution.

SECTION 2.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of theft of a legend drug when he unlawfully takes or exercises control over a legend drug that is not a controlled substance, belonging to another person, with the intent to deprive him thereof.

(2)
Theft of a legend drug is:

(a)
For a first offense a Class D felony, if the legend drug has a value of three hundred dollars ($300) or less; or

(b)
For a second or subsequent offense, or a value of greater than three hundred dollars ($300), a Class C felony.
SECTION 3.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of theft of a prescription blank when he unlawfully takes or exercises control over a prescription blank belonging to another.

(2)
A person is guilty of criminal possession of a prescription blank when, with knowledge that he has no lawful authority to possess a prescription blank, he possesses a prescription blank with the intent to make or utter a forged prescription or sell or transfer the prescription blank to another person for that purpose.

(3)
A person is guilty of trafficking in prescription blanks when he knowingly and unlawfully traffics in a prescription blank or a forged prescription for a legend drug.

(4)
The knowing, with intent to violate KRS Chapter 217, possession of a prescription blank by a person other than a pharmacist, practitioner, or other person authorized by law to prescribe or dispense a legend drug, a manufacturer, wholesaler, or distributor, or by a person lawfully printing or reproducing prescription blanks, shall be prima facie evidence that the prescription blank was possessed for the purpose of making or uttering a forged prescription or for sale or transfer to another person for that purpose.

(5)
Any person who violates any subsection of this section shall be guilty of a Class A misdemeanor for the first offense and a Class D felony for a second or subsequent offense.

SECTION 4.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of forgery of a prescription when, with intent to defraud, deceive, or injure another, he falsely makes, completes, or alters a written instrument which is or purports to be or which is calculated to become or to represent a prescription for a legend drug when completed.

(2)
Forgery of a prescription is:

(a)
For a first offense, a Class D felony.

(b)
For a second or subsequent offense, a Class C felony.
SECTION 5.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of criminal possession of a forged prescription when, with knowledge that it is forged and with intent to defraud, deceive, or injure another, he possesses a forged prescription.

(2)
Criminal possession of a forged prescription is:

(a)
For a first offense, a Class A misdemeanor.

(b)
For second or subsequent offense, a Class D felony.

SECTION 6.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

(1)
A pharmacist, practitioner, or other person authorized by law to dispense legend drugs, or an employee of that person, may seize and retain any prescription which he has reasonable suspicion for believing is forged, altered, or possessed in violation of Section 3, 4, or 5 of this Act.

(2)
Seizure and retention shall be for a reasonable period of time to make reasonable inquiry as to whether the prescription is forged, altered, or illegally possessed.

(3)
If after reasonable inquiry the pharmacist, practitioner, or other person determines that the prescription is forged, altered, or stolen, he shall report the seizure to a law enforcement officer and shall surrender the prescription to the officer upon the request of the officer.

SECTION 7.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

For purposes of Sections 3, 4, and 5 of this Act, the definitions found in KRS 516.010 apply.
SECTION 8.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

(1)
A duly licensed manufacturer, distributor, or wholesaler may sell or distribute a legend drug to any of the following:

(a)
A manufacturer, wholesaler, or distributor;

(b)
A pharmacy;

(c)
A practitioner;

(d)
The administrator in charge of a hospital, but only for use by or in that hospital; and

(e)
A person in charge of a laboratory, but only for use in that laboratory for scientific and medical research purposes.

(2)
A pharmacist may sell or distribute a legend drug:

(a)
Pursuant to a prescription that conforms to the requirements of this chapter; or

(b)
To a person licensed to administer, dispense, distribute, or possess a legend drug.

(3)
A practitioner may:

(a)
Administer, dispense, or prescribe a legend drug for a legitimate medical purpose and in the course of professional practice; or

(b)
Distribute a legend drug to a person licensed to administer, dispense, distribute, or possess a legend drug.

(4)
Possession or control of legend drugs obtained as authorized by this section shall be lawful if it occurred in the regular course of business, occupation, profession, employment, or duty of the possessor.

(5)
No person shall traffic in any legend drug except as authorized by this section.

(6)
No person shall dispense, prescribe, distribute, or administer any legend drug except as authorized by this section.

(7)
No person shall possess any legend drug except as authorized by this section.

(8)
Unless another specific penalty is provided in KRS 217.005 to 217.215, any person who violates any provision of subsections (1) to (6) of this section shall be guilty of a Class A misdemeanor for the first offense and a Class D felony for subsequent offenses.

(9)
Unless another specific penalty is provided in this Act, any person who violates the provision of subsection (7) of this section shall be guilty of a Class B misdemeanor.

(10)
A person to whom or for whose use a legend drug has been prescribed or dispensed may lawfully possess it.
Section 9.   KRS 514.030 is amended to read as follows:

(1)
Except as otherwise provided in Section 2 or 15 of this Act, a person is guilty of theft by unlawful taking or disposition when he unlawfully:

(a)
Takes or exercises control over movable property of another with intent to deprive him thereof; or

(b)
Obtains immovable property of another or any interest therein with intent to benefit himself or another not entitled thereto.

(2)
Theft by unlawful taking or disposition is a Class A misdemeanor unless the value of the property is three hundred dollars ($300) or more, or unless the property is a firearm (regardless of the value of the firearm), in which case it is a Class D felony.

SECTION 10.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

Unless this chapter provides a specific penalty for the same act, the provisions of KRS Chapter 506 shall apply to offenses under KRS 217.005 to 217.215.

SECTION 11.   A NEW SECTION OF KRS 217.005 TO 217.215 IS CREATED TO READ AS FOLLOWS:

(1)
All police officers and deputy sheriffs, directly employed full-time by state, county, city, or urban-county governments, the State Police, the Cabinet for Human Resources, the offices of all city, county, and Commonwealth's attorneys, the Office of the Attorney General, and any of their officers and agents, within their respective jurisdictions, shall enforce Sections 2, 3, 4, 5 or 8 of this Act relating to legend drugs and cooperate with all agencies charged with the enforcement of the laws of the United States, of this state, and of all other states relating to legend drugs.

(2)
Designated agents of the Cabinet for Human Resources and the Kentucky Board of Pharmacy are empowered to remove from the files of any pharmacy or other custodian any prescription or other legend drug record upon tendering a receipt. The receipt shall be sufficiently detailed to accurately identify the record and a copy of the records seized shall be returned to the pharmacist within a reasonable amount of time.

Section 12.   KRS 218A.010 is amended to read as follows:

As used in this chapter:

(1)
"Administer" means the direct application of a controlled substance, whether by injection, inhalation, ingestion, or any other means, to the body of a patient or research subject by:

(a)
A practitioner or by his authorized agent under his immediate supervision and pursuant to his order; or

(b)
The patient or research subject at the direction and in the presence of the practitioner.

(2)
"Anabolic steroid" means any drug or hormonal substance chemically and pharmacologically related to testosterone that promotes muscle growth and includes those substances listed in KRS 218A.090(5) but does not include estrogens, progestins, and anticosteroids.

(3)
"Cabinet" means the Cabinet for Human Resources.

(4)
"Controlled substance" means a drug, substance, or immediate precursor in Schedules I through V and includes a controlled substance analogue.

(5)[(4)]
(a)
"Controlled substance analogue", except as provided in subparagraph (b), means a substance:

1.
The chemical structure of which is substantially similar to the structure of a controlled substance in Schedule I or II; and

2.
Which has a stimulant, depressant, or hallucinogenic effect on the central nervous system that is substantially similar to or greater than the stimulant, depressant, or hallucinogenic effect on the central nervous system of a controlled substance in Schedule I or II; or

3.
With respect to a particular person, which such person represents or intends to have a stimulant, depressant, or hallucinogenic effect on the central nervous system that is substantially similar to or greater than the stimulant, depressant, or hallucinogenic effect on the central nervous system of a controlled substance in Schedule I or II.

(b)
Such term does not include:

1.
Any substance for which there is an approved new drug application;

2.
With respect to a particular person, any substance if an exemption is in effect for investigational use for that person pursuant to federal law to the extent conduct with respect to such substance is pursuant to such exemption; or

3.
Any substance to the extent not intended for human consumption before the exemption described in subparagraph 2. of this paragraph takes effect with respect to that substance.

(6)[(5)]
"Counterfeit substance" means a controlled substance which, or the container or labeling of which, without authorization, bears the trademark, trade name, or other identifying mark, imprint, number, or device, or any likeness thereof, of a manufacturer, distributor, or dispenser other than the person who in fact manufactured, distributed, or dispensed the substance.

(7)[(6)]
"Dispense" means to deliver a controlled substance to an ultimate user or research subject by or pursuant to the lawful order of a practitioner, including the packaging, labeling, or compounding necessary to prepare the substance for that delivery.

(8)
"Dispenser" means a person who lawfully dispenses a Schedule II, III, IV, or V controlled substance to or for the use of an ultimate user.

(9)[(7)]
"Distribute" means to deliver other than by administering or dispensing a controlled substance.

(10)[(8)]
"Drug" means:

(a)
Substances recognized as drugs in the official United States Pharmacopoeia, official Homeopathic Pharmacopoeia of the United States, or official National Formulary, or any supplement to any of them;

(b)
Substances intended for use in the diagnosis, care, mitigation, treatment, or prevention of disease in man or animals;

(c)
Substances (other than food) intended to affect the structure or any function of the body of man or animals; and

(d)
Substances intended for use as a component of any article specified in this subsection.


It does not include devices or their components, parts, or accessories.

(11)[(9)]
"Immediate precursor" means a substance which is the principal compound commonly used or produced primarily for use, and which is an immediate chemical intermediary used or likely to be used in the manufacture of a controlled substance, the control of which is necessary to prevent, curtail, or limit manufacture.

(12)[(10)]
"Isomer" means the optical isomer, except as used in KRS 218A.050(3) and 218A.070(1)(d). As used in KRS 218A.050(3), the term "isomer" means the optical, positional, or geometric isomer. As used in KRS 218A.070(1)(d), the term "isomer" means the optical or geometric isomer.

(13)[(11)]
"Manufacture" means the production, preparation, propagation, compounding, conversion, or processing of a controlled substance, either directly or indirectly by extraction from substances of natural origin or independently by means of chemical synthesis, or by a combination of extraction and chemical synthesis, and includes any packaging or repackaging of the substance or labeling or relabeling of its container except that this term does not include activities:

(a)
By a practitioner as an incident to his administering or dispensing of a controlled substance in the course of his professional practice; or

(b)
By a practitioner, or by his authorized agent under his supervision, for the purpose of, or as an incident to, research, teaching, or chemical analysis and not for sale; or

(c)
By a pharmacist as an incident to his dispensing of a controlled substance in the course of his professional practice.

(14)[(12)]
"Marijuana" means all parts of the plant Cannabis sp., whether growing or not; the seeds thereof; the resin extracted from any part of the plant; and every compound, manufacture, salt, derivative, mixture, or preparation of the plant, its seeds or resin or any compound, mixture, or preparation which contains any quantity of these substances.

(15)[(13)]
"Narcotic drug" means any of the following, whether produced directly or indirectly by extraction from substances of vegetable origin, or independently by means of chemical synthesis, or by a combination of extraction and chemical synthesis:

(a)
Opium and opiate, and any salt, compound, derivative, or preparation of opium or opiate;

(b)
Any salt, compound, isomer, derivative, or preparation thereof which is chemically equivalent or identical with any of the substances referred to in paragraph[subsection (13)] (a) of this subsection[section], but not including the isoquinoline alkaloids of opium;

(c)
Opium poppy and poppy straw;

(d)
Coca leaves, except coca leaves and extracts of coca leaves from which cocaine, ecgonine, and derivatives of ecgonine or their salts have been removed.

(e)
Cocaine, its salts, optical and geometric isomers, and salts of isomers.

(f)
Ecgonine, its derivatives, their salts, isomers, and salts of isomers.

(g)
Any compound, mixture, or preparation which contains any quantity of any of the substances referred to in paragraphs (a) to (f) of this subsection.

(16)[(14)]
"Opiate" means any substance having an addiction-forming or addiction-sustaining liability similar to morphine or being capable of conversion into a drug having addiction-forming or addiction-sustaining liability. It does not include, unless specifically designated as controlled under KRS 218A.030, the dextrorotatory isomer of 3-methoxy-n-methylmorphinan and its salts (dextromethorphan). It does include its racemic and levorotatory forms.

(17)[(15)]
"Opium poppy" means the plant of the species papaver somniferum L., except its seeds.

(18)[(16)]
"Person" means individual, corporation, government or governmental subdivision or agency, business trust, estate, trust, partnership or association, or any other legal entity.

(19)[(17)]
"Poppy straw" means all parts, except the seeds, of the opium poppy, after mowing.

(20)[(18)]
"Pharmacist" means a natural person licensed by this state to engage in the practice of the profession of pharmacy.

(21)[(19)]
"Practitioner" means a physician, dentist, podiatrist, veterinarian, scientific investigator, optometrist as authorized in KRS 320.240, or other person licensed, registered, or otherwise permitted to distribute, dispense, conduct research with respect to, or to administer a controlled substance in the course of professional practice or research in this state.

(22)
"Prescription" means a written, electronic, or oral order for a drug or medicine, or combination or mixture of drugs or medicines, or proprietary preparation, signed or given or authorized by a medical, dental, chiropody, veterinarian, or optometric practitioner, and intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals.

(23)
"Prescription blank," with reference to a controlled substance, means a document that meets the requirements of Section 14 of this Act and KRS 217.216.
(24)[(20)]
"Production" includes the manufacture, planting, cultivation, growing, or harvesting of a controlled substance.

(25)[(21)]
"Second or subsequent offense" means that for the purposes of this chapter an offense is considered as a second or subsequent offense, if, prior to his conviction of the offense, the offender has at any time been convicted under this chapter, or under any statute of the United States, or of any state relating to substances classified as controlled substances or counterfeit substances, except that a prior conviction for a nontrafficking offense shall be treated as a prior offense only when the subsequent offense is a nontrafficking offense. For the purposes of this section, a conviction voided under KRS 218A.275 or 218A.276 shall not constitute a conviction under this chapter.

(26)[(22)]
"Sell" means to dispose of a controlled substance to another person for consideration or in furtherance of commercial distribution.

(27)[(23)]
"Tetrahydrocannabinols" means synthetic equivalents of the substances contained in the plant, or in the resinous extractives of the plant Cannabis, sp. or synthetic substances, derivatives, and their isomers with similar chemical structure and pharmacological activity such as the following:

1.
Delta 1 cis or trans tetrahydrocannabinol, and their optical isomers;

2.
Delta 6 cis or trans tetrahydrocannabinol, and their optical isomers;

3.
Delta 3, 4 cis or trans tetrahydrocannabinol, and its optical isomers.

(28)[(24)]
"Traffic" means to manufacture, distribute, dispense, sell, transfer, or possess with intent to manufacture, distribute, dispense, or sell a controlled substance.

(29)[(25)]
"Transfer" means to dispose of a controlled substance to another person without consideration and not in furtherance of commercial distribution.

(30)[(26)]
"Ultimate user" means a person who lawfully possesses a controlled substance for his own use or for the use of a member of his household or for administering to an animal owned by him or by a member of his household.

SECTION 13.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

(1)
The Cabinet for Human Resources 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 Human Resources 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)
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 Human Resources unless a waiver has been granted by the cabinet to an individual dispenser.

(6)
The Cabinet for Human Resources 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 Human Resources, 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.

SECTION 14.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

The Cabinet for Human Resources shall promulgate administrative regulations in accordance with KRS Chapter 13A that establish security requirements for all prescriptions written by practitioners. The administrative regulations shall include a procedure to obtain a waiver for prescription blanks that provide substantially equivalent protection against forgery.

SECTION 15.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of theft of a controlled substance when he unlawfully takes or exercises control over a controlled substance belonging to another person with the intent to deprive him thereof.

(2)
Theft of a controlled substance is:

(a)
For a first offense a Class D felony if the controlled substance has a value of three hundred dollars ($300) or less.

(b)
For a second or subsequent offense, or value greater than three hundred dollars ($300), a Class C felony.

SECTION 16.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of forgery of a prescription when, with intent to defraud, deceive, or injure another, he falsely makes, completes, or alters a written instrument which is or purports to be or which is calculated to become or to represent a prescription for a controlled substance when completed.

(2)
Forgery of a prescription is:

(a)
For a first offense, a Class D felony.

(b)
For a second or subsequent offense, a Class C felony.

SECTION 17.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of criminal possession of a forged prescription when, with knowledge that it is forged and with intent to defraud, deceive, or injure another, he utters or possesses a forged prescription for a controlled substance.

(2)
Criminal possession of a forged prescription is:

(a)
For a first offense, a Class D felony.

(b)
For a second or subsequent offense, a Class C felony.

SECTION 18.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

For purposes of Sections 16 and 17 of this Act, the definitions found in KRS 516.010 apply.

SECTION 19.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

(1)
A person is guilty of theft of a prescription blank when he unlawfully takes or exercises control over a prescription blank belonging to another.

(2)
A person is guilty of criminal possession of a prescription blank when, with knowledge that he has no lawful authority to possess a prescription blank, he possesses a prescription blank with the intent to utter a forged prescription or sell or transfer the prescription blank to another person for that purpose.

(3)
A person is guilty of trafficking in prescription blanks when he knowingly and unlawfully traffics in a prescription blank or a forged prescription for a controlled substance.

(4)
The knowing, with intent to violate KRS Chapter 218A, possession of a prescription blank by a person other than a pharmacist, practitioner, or other person authorized by law to prescribe or dispense a controlled substance, a manufacturer, wholesaler, or distributor, or by a person lawfully printing or reproducing prescription blanks, shall be prima facie evidence that the prescription blank was possessed for the purpose of uttering a forged prescription or for sale or transfer to another person for that purpose.

(5)
Any person who violates any subsection of this section shall be guilty of a Class D felony for the first offense and a Class C felony for a second or subsequent offense.

SECTION 20.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

(1)
A pharmacist, practitioner, or other person authorized by law to dispense controlled substances, or an employee of that person, may seize and retain any prescription which he has reasonable suspicion for believing is forged, altered, or deceitful in violation of Section 16, 17, or 22 of this Act.

(2)
Seizure and retention shall be for a reasonable period of time to make reasonable inquiry as to whether the prescription is forged, altered, or deceitful.

(3)
If after reasonable inquiry the pharmacist, practitioner, or other person determines that the prescription is forged, altered, or deceitful, he shall report the seizure to a law enforcement officer and shall surrender the prescription to the officer upon the request of the officer.

SECTION 21.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

Unless this chapter provides a specific penalty for the same act, the provisions of KRS Chapter 506 shall apply to offenses under this chapter.

Section 22.   KRS 218A.140 is amended to read as follows:

(1)
(a)
No person shall obtain or attempt to obtain a prescription for a controlled substance by knowingly misrepresenting to, or knowingly withholding information from, a practitioner[controlled substance, or procure or attempt to procure the administration of a controlled substance by fraud, deceit, misrepresentation, or subterfuge, or by the forgery or alteration of a prescription, or by the concealment of a material fact, or by the use of a false name or the giving of a false address].

(b)
No person shall procure or attempt to procure the administration of a controlled substance by knowingly misrepresenting to, or withholding information from, a practitioner.

(c)
No person shall obtain or attempt to obtain a controlled substance or procure or attempt to procure the administration of a controlled substance by the use of a false name or the giving of a false address.

(d)
No person shall knowingly[willfully] make a false statement regarding any prescription, order, report, or record required by this chapter.

(e)[(c)]
No person shall, for the purpose of obtaining a controlled substance, falsely assume the title of or represent himself to be a manufacturer, wholesaler, distributor, repacker, pharmacist, practitioner, or other authorized person.

(f)
In order to obtain a controlled substance, no person shall present a prescription for a controlled substance that was obtained in violation of this chapter

[(d)
No person shall make or utter any false or forged prescription].

(g)[(e)]
No person shall affix any false or forged label to a package or receptacle containing any controlled substance.

(2)
No person shall possess, manufacture, sell, dispense, prescribe, distribute, or administer any counterfeit substance.

(3)
Any person who violates any subsection of this section shall be guilty of a Class D felony for a first offense and a Class C felony for subsequent offenses.

Section 23.   KRS 218A.170 is amended to read as follows:

(1)
A duly licensed manufacturer, distributor, or wholesaler may sell or[and] distribute controlled substances, other than samples, to any of the following persons:

(a)
To a manufacturer, wholesaler, or pharmacy;

(b)
To a practitioner;

(c)
To the administrator in charge of a hospital, but only for use by or in that hospital;

(d)
To a person in charge of a laboratory, but only for use in that laboratory for scientific and medical research purposes;

(e)
To a person registered pursuant to the federal controlled substances laws.

(2)
A pharmacist may sell or distribute a controlled substance:

(a)
Pursuant to a prescription that conforms to the requirements of this chapter; or

(b)
To a person registered pursuant to the federal controlled substances laws.

(3)
A practitioner may:

(a)
Administer, dispense, or prescribe a controlled substance only for a legitimate medical purpose and in the course of professional practice; or

(b)
Distribute a controlled substance to a person registered pursuant to the federal controlled substance laws.

(4)
All sales and distributions shall be in accordance with KRS 218A.200 and the federal controlled substances laws, including the requirements governing the use of order forms.

(5)[(3)]
Possession of or control of controlled substances obtained as authorized by this section shall be lawful if in the regular course of business, occupation, profession, employment, or duty of the possessor.

Section 24.   KRS 218A.180 is amended to read as follows:

(1)
Except when dispensed directly by a practitioner to an ultimate user, no controlled substance in Schedule II may be dispensed without the written prescription of a practitioner. No prescription for a controlled substance in Schedule II shall be valid after sixty (60) days from the date issued. No prescription for a controlled substance in Schedule II shall be refilled. All prescriptions for controlled substances classified in Schedule II shall be maintained in a separate prescription file.

(2)
Except when dispensed directly by a practitioner to an ultimate user, a controlled substance included in Schedules III, IV, and V, which is a prescription drug, shall not be dispensed without a written, electronic, or oral prescription by a practitioner. [All oral prescriptions shall be dated and signed by the pharmacist. A pharmacist refilling any prescription shall record on the prescription the date, the quantity and his initials. The maintenance of prescription records under the federal controlled substances laws and regulations, containing substantially the same information as specified herein, shall constitute compliance with this subsection.] The prescription shall not be filled or refilled more than six (6) months after the date issued[ thereof] or be refilled more than five (5) times, unless renewed by the practitioner and a new prescription, written, electronic, or oral shall be required.

(3)
(a)
To be valid, a prescription for a controlled substance shall be issued only for a legitimate medical purpose by a practitioner acting in the usual course of his professional practice. Responsibility for the proper dispensing of a controlled substance pursuant to a prescription for a legitimate medical purpose is upon the pharmacist who fills the prescription.

(b)
A prescription shall not be issued for a practitioner to obtain a controlled substance for the purpose of general dispensing or administering to patients.
(4)
All written prescriptions for controlled substances shall be dated[ as of] and signed by the practitioner on the date[ when] issued and shall bear the full name and address of the patient, drug name, strength, dosage form, quantity prescribed, directions for use, and the name, address and registration number of the practitioner.[ All prescriptions for controlled substances shall be retained for a period of two (2) years.]
(5)
All oral or electronic prescriptions shall include the full name and address of the patient, drug name, strength, dosage form, quantity prescribed, directions for use, and the name, address and registration number of the practitioner.

(6)
All oral or electronic prescriptions shall be immediately reduced to writing, dated, and signed by the pharmacist. A prescription contained in a computer or other electronic format shall not be considered writing.

(7)
A pharmacist refilling any prescription shall record on the prescription or other equivalent record the date, the quantity, and the pharmacist's initials. The maintenance of prescription records under the federal controlled substances laws and regulations containing substantially the same information as specified in this subsection shall constitute compliance with this subsection.

(8)[(4)]
The pharmacist filling a written, electronic, or oral prescription for a controlled substance shall affix to the package a label showing the date of filling, the pharmacy name and address, the serial number of the prescription, the name of the patient, the name of the prescribing practitioner and directions for use and cautionary statements, if any, contained in such prescription or required by law.

(9)
Any person who violates any provision of this section shall:

(a)
For the first offense, be guilty of a Class A misdemeanor.

(b)
For a second or subsequent offense, be guilty of a Class D felony.

Section 25.   KRS 218A.200 is amended to read as follows:

(1)
Every practitioner who is authorized to administer or professionally use controlled substances, shall keep a record of[ such] substances received by him, and a record of all[ such] substances administered, dispensed, or professionally used by him otherwise than by prescription. Every such record shall be kept for a period of five (5) years.

(2)
Manufacturers and wholesalers shall keep records of all controlled substances compounded, mixed, cultivated, grown, or by any other process produced or prepared, and of all controlled substances received and disposed of by them. Every such record shall be kept for a period of two (2) years.

(3)
Pharmacists shall keep records of all controlled substances received and disposed of by them. Every such record shall be kept for a period of five (5) years.

(4)
The record of controlled substances received shall in every case show the date of receipt, the name and address of the person from whom received, and the kind and quantity of drugs received. The record of all controlled substances sold, administered, dispensed, or otherwise disposed of, shall show the date of selling, administering, or dispensing, the name and address of the person to whom, or for whose use, or the owner and species of animal for which the drugs were sold, administered or dispensed, and the kind and quantity.[ Every such record shall be kept for a period of two (2) years.]
(5)
The keeping of a record under the federal controlled substances laws, containing substantially the same information as is specified herein, shall constitute compliance with this section.

(6)
A copy of the detailed list of controlled substances lost, destroyed, or stolen shall be forwarded to the Cabinet for Human Resources as soon as practical.

(7)
(a)
Every manufacturer, distributor, wholesaler, repacker, practitioner, pharmacist, or other person authorized to possess controlled substances shall take an inventory of all controlled substances in his possession at least every two (2) years.

(b)
A substance which is added to any schedule of controlled substances and which was not previously listed in any schedule shall be initially inventoried within thirty (30) days of the effective date of the statute or administrative regulation which adds the substance to the provisions of this chapter. Thereafter, the substance shall be included in the inventory required by paragraph (a) of this subsection.
(8)
Any person who violates any provision of this section shall be guilty of a Class A misdemeanor for a first offense and a Class D felony for subsequent offenses.

Section 26.   KRS 218A.240 is amended to read as follows:

(1)
All police officers and deputy sheriffs directly employed full-time by state, county, city, or urban-county governments[It is hereby made the duty of all Peace officers within this state], the State Police, the Cabinet for Human Resources, their officers and agents, and of all city, county, and Commonwealth's attorneys, and the Attorney General, within their respective jurisdictions, shall[to] enforce all provisions of this chapter and cooperate with all agencies charged with the enforcement of the laws of the United States, of this state, and of all other states relating to controlled substances.

(2)
For the purpose of enforcing the provisions of this chapter, the designated agents of the Cabinet for Human Resources shall have the full power and authority of peace officers in this state, including the power of arrest and the authority to bear arms, and shall have the power and authority to administer oaths, to enter upon premises at all times for the purpose of making inspections, to seize evidence, to interrogate all persons, to require the production of prescriptions, of books, papers, documents or other evidence, to employ special investigators, and to expend funds for the purpose of obtaining evidence.

(3)
The Kentucky Board of Pharmacy, its agents and inspectors, shall have the same powers of inspection and enforcement as the Cabinet for Human Resources.

(4)
Designated agents of the Cabinet for Human Resources and the Kentucky Board of Pharmacy are empowered to remove from the files of a[any] pharmacy or the[other] custodian of records for that pharmacy any controlled substance prescription or other controlled substance record upon tendering a receipt[ therefor]. The receipt shall be sufficiently detailed to accurately identify the record. A receipt for the record shall be a defense to a charge of failure to maintain the record.
(5)
Notwithstanding the existence or pursuit of any other remedy, civil or criminal, any law enforcement authority may maintain, in its own name, an action to restrain or enjoin any violation of this chapter, or to forfeit any property subject to forfeiture under KRS 218A.410, irrespective of whether the owner of the property has been charged with or convicted of any offense under this chapter.

(a)
Any civil action against any person brought pursuant to this section may be instituted in the Circuit Court in any county in which the person resides, in which any property owned by the person and subject to forfeiture is found, or in which the person has violated any provision of this chapter.

(b)
A final judgment rendered in favor of the Commonwealth in any criminal proceeding brought under this chapter shall estop the defendant from denying the essential allegations of the criminal offense in any subsequent civil proceeding brought pursuant to this section.

(c)
The prevailing party in any civil proceeding brought pursuant to this section shall recover his costs, including a reasonable attorney's fee.

(d)
Distribution of funds under this section shall be made in the same manner as in KRS 218A.435, except that if the Commonwealth's attorney has not initiated the forfeiture action under this section, his percentage of the funds shall go to the agency initiating the forfeiture action.

(6)
[It shall be the duty of]The Cabinet for Human Resources shall[to] make or cause to be made examinations of samples secured under the provisions of this chapter to determine whether[ or not] any provision[ thereof] has been violated.

Section 27.   KRS 315.010 is amended to read as follows:

As used in this chapter, unless the context requires otherwise:

(1)
"Administer" means the direct application of a drug to a patient or research subject by injection, inhalation, or ingestion, whether topically or by any other means;

(2)
"Association" means the Kentucky Pharmacists Association;

(3)
"Board" means the Kentucky Board of Pharmacy;

(4)
"Collaborative care agreement" means a written agreement between a specifically identified individual practitioner and a pharmacist who is specifically identified, whereby the practitioner outlines a plan of cooperative management of a specifically identified individual patient's drug-related health care needs that fall within the practitioner's statutory scope of practice. The agreement shall be limited to specification of the drug-related regimen to be provided and any tests which may be necessarily incident to its provisions; stipulated conditions for initiating, continuing, or discontinuing drug therapy; directions concerning the monitoring of drug therapy and stipulated conditions which warrant modifications to dose, dosage regimen, dosage form, or route of administration;

(5)
"Compound" or "compounding" means the preparation or labeling of a drug pursuant to or in anticipation of a valid prescription drug order including, but not limited to, packaging, intravenous admixture or manual combination of drug ingredients. Compounding, as used in this chapter, shall not preclude simple reconstitution, mixing, or modification of drug products prior to administration by nonpharmacists;

(6)
"Confidential information" means information which is accessed or maintained by a pharmacist in a patient's record, or communicated to a patient as part of patient counseling, whether it is preserved on paper, microfilm, magnetic media, electronic media, or any other form;

(7)
"Continuing education unit" means ten (10) contact hours of board approved continuing pharmacy education. A "contact hour" means fifty (50) continuous minutes without a break period;

(8)
"Dispense" or "dispensing" means to deliver one (1) or more doses of a prescription drug in a suitable container, appropriately labeled for subsequent administration to or use by a patient or other individual entitled to receive the prescription drug;

(9)
"Drug" means any of the following:

(a)
Articles recognized as drugs or drug products in any official compendium or supplement thereto; or

(b)
Articles, other than food, intended to affect the structure or function of the body of man or other animals; or

(c)
Articles, including radioactive substances, intended for use in the diagnosis, cure, mitigation, treatment or prevention of disease in man or other animals; or

(d)
Articles intended for use as a component of any articles specified in paragraphs (a) to (c) of this subsection;

(10)
"Drug regimen review" means retrospective, concurrent, and prospective review by a pharmacist of a patient's drug-related history, including but not limited to, the following areas:

(a)
Evaluation of prescription drug orders and patient records for:

1.
Known allergies;

2.
Rational therapy contraindications;

3.
Appropriate dose and route of administration;

4.
Appropriate directions for use; or

5.
Duplicative therapies.

(b)
Evaluation of prescription drug orders and patient records for drug-drug, drug-food, drug-disease, and drug-clinical laboratory interactions;

(c)
Evaluation of prescription drug orders and patient records for adverse drug reactions; or

(d)
Evaluation of prescription drug orders and patient records for proper utilization and optimal therapeutic outcomes;

(11)
"Immediate supervision" means under the physical and visual supervision of a pharmacist;

(12)
"Manufacturer" means any person, except a pharmacist compounding in the normal course of professional practice, within the Commonwealth engaged in the commercial production, preparation, propagation, compounding, conversion or processing of a drug, either directly or indirectly, by extraction from substances of natural origin or independently by means of chemical synthesis, or both, and includes any packaging or repackaging of a drug or the labeling or relabeling of its container;

(13)
"Medical order" means a lawful order of a specifically-identified practitioner for a specifically-identified patient for the patient's health care needs. "Medical order" may or may not include a prescription drug order;

(14)
"Nonprescription drugs" means nonnarcotic medicines or drugs which may be sold without a prescription and are prepackaged and labeled for use by the consumer in accordance with the requirements of the statutes and regulations of this state and the federal government;

(15)
"Pharmacist" means a natural person licensed by this state to engage in the practice of the profession of pharmacy;

(16)
"Pharmacist intern" means a natural person who is:

(a)
Currently certified by the board to engage in the practice of pharmacy under the direction of a licensed pharmacist and who satisfactorily progresses toward meeting the requirements for licensure as a pharmacist;

(b)
A graduate of an approved college or school of pharmacy or a graduate who has established educational equivalency by obtaining a Foreign Pharmacy Graduate Examination Committee (FPGEC) certificate, who is currently licensed by the board for the purpose of obtaining practical experience as a requirement for licensure as a pharmacist;

(c)
A qualified applicant awaiting examination for licensure as a pharmacist or the results of an examination for licensure as a pharmacist; or

(d)
An individual participating in a residency or fellowship program approved by the board for internship credit;

(17)
"Pharmacy" means every place where:

(a)
Drugs are dispensed under the direction of a pharmacist;

(b)
Prescription drug orders are compounded under the direction of a pharmacist; or

(c)
A registered pharmacist maintains patient records and other information for the purpose of engaging in the practice of pharmacy, whether or not prescription drug orders are being dispensed;

(18)
"Pharmacy technician" means a natural person who works under the immediate supervision, or general supervision if otherwise provided for by statute or administrative regulation, of a pharmacist for the purpose of assisting a pharmacist with the practice of pharmacy;

(19)
"Practice of pharmacy" means interpretation, evaluation, and implementation of medical orders and prescription drug orders; responsibility for dispensing prescription drug orders, including radioactive substances; participation in drug and drug-related device selection, administration of medication in the course of dispensing or maintaining a prescription drug order, and drug evaluation, utilization, or regimen review; maintenance of patient pharmacy records; and provision of patient counseling and those professional acts, professional decisions, or professional services necessary to maintain and manage all areas of a patient's pharmacy-related care, including pharmacy-related primary care as defined in this section;

(20)
"Practitioner" has the same meaning given in KRS 217.015(26)[(23)];

(21)
"Prescription drug" means a drug which:

(a)
Under federal law is required to be labeled with either of the following statements:

1.
"Caution: Federal law prohibits dispensing without prescription"; or

2.
"Caution: Federal law restricts this drug to use by, or on the order of, a licensed veterinarian"; or

(b)
Is required by any applicable federal or state law or administrative regulation to be dispensed only pursuant to a prescription drug order or is restricted to use by practitioners;

(22)
"Prescription drug order" means an original or new order from a practitioner for drugs, drug-related devices or treatment for a human or animal, including orders issued through collaborative care agreements. Lawful prescriptions result from a valid practitioner-patient relationship, are intended to address a legitimate medical need, and fall within the prescribing practitioner's scope of professional practice;

(23)
"Pharmacy-related primary care" means the pharmacists' activities in patient education, health promotion, assistance in the selection and use of over-the-counter drugs and appliances for the treatment of common diseases and injuries as well as those other activities falling within their statutory scope of practice;

(24)
"Society" means the Kentucky Society of Health-Systems Pharmacists;

(25)
"Supervision" means the presence of a pharmacist on the premises to which a pharmacy permit is issued, who is responsible, in whole or in part, for the professional activities occurring in the pharmacy; and

(26)
"Wholesaler" means any person within the Commonwealth who legally buys drugs for resale or distribution to persons other than patients or consumers.

SECTION 28.   A NEW SECTION OF KRS CHAPTER 217 IS CREATED TO READ AS FOLLOWS:

The provisions of this chapter shall not apply to common carriers or to warehousemen, while engaged in lawfully transporting or storing legend drugs, or to any of their employees acting within the scope of their employment; or to public officers or their employees in the performance of their official duties requiring possession or control of legend drugs; or to temporary incidental possession by employees or agents of persons lawfully entitled to possession, or by persons whose possession is for the purpose of aiding public officers in performing their official duties.
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