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LEGISLATURE OF THE STATE OF IDAHO

Sixty-third Legislature First Regular Session - 2015
IN THE
BILL NO.
BY
AN ACT

RELATING TO PHARMACISTS; AMENDING SECTION 54-1705, IDAHO CODE, TO RE-
VISE DEFINITIONS AND TO MAKE TECHNICAL CORRECTIONS; AMENDING SECTION
54-1732, IDAHO CODE, TO PROHIBIT WHOLESALE DISTRIBUTION OF DRUGS OR
DEVICES BY PHARMACIES, WITH CERTAIN EXCEPTIONS AND TO PROVIDE CORRECT
CODE REFERENCES; AMENDING SECTION 54-1734, IDAHO CODE, TQ PROVIDE THAT
CERTAIN PERSONS MAY POSSESS LEGEND DRUGS; AMENDING SECTION 54-1735,
IDAHO CODE, TO PROVIDE THAT PHARMACISTS KEEP PATIENT RECORDS; AMENDING
SECTION 54-1752, IDAHO CODE, TO REVISE DEFINITIONS; AMENDING SECTIQON
54-1753, IDAHO CODE, TO REVISE AND CLARIFY LICENSURE REQUIREMENTS, TO
REQUIRE THAT WHOLESALE DISTRIBUTORS MONITOR AND IDENTIFY CERTAIN DRUG
ORDERS AND TO MAKE TECHNICAL CORRECTIONS; AMENDING SECTION 54-1754,
IDAHO CODE, TC REMOVE LANGUAGE RELATING TO RETURNS OR EXCHANGES OF
PRESCRIPTION DRUGS AND TO PROHIBIT CERTAIN WHOLESALE DISTRIBUTIONS;
AMENDING SECTION 54-1758, IDARO CODE, TO REMOVE LANGUAGE RELATING TO
PROHIBITED ACTS, TO PROVIDE CORRECT CODE REFERENCES AND TO MAKE TECH-
NICAL CORRECTIONS; REPEALING SECTION 54-1755, IDAHO CODE, RELATING TO
PEDIGREE; REPEALING SECTION 54-1756, IDAHO CODE, RELATING TO ENFORCE~
MENT ORDERS; AND AMENDING SECTIONS 37-3201, 54-1759, 54-1761, 54-4702
AND 54-5110, IDAHC CODE, TQO PROVIDE CORRECT CODE REFERENCES.

Be Tt Enacted by the Legislature of the State of Idaho:

SECTION 1. That Section 54-1705, Idaho Code, be, and the same is hereby
amended to read as follows:

54-1705, DEFINITIONS. In this chapter:

{1} "Board of pharmacy" or "board"” means the Idaho state board of phar-
macy.

{2} “"Central drug outlet” means a resident or nonresident pharmacy,
drug outlet, or business entity employing or contracting pharmacists to
perform centralized pharmacy services.

{3} ™"Central pharmacist® means a pharmacist performing centralized
pharmacy services.

(4) "Centralized pharmacy services" means the processing by a central
drug outlet or central pharmacist of a request from another phaymacy to £fil1l,
refill, or dispense a prescription drug order, perform processing functions
or provide cognitive or pharmaceutical care services. Each function may be
performed by the same ox different persons and at the same or different loca-
tions.

{5) "Compounding”" means the ast-efincerporating two—{3}-or-moreaub~
skances—to—ereate practice in which a pharmacist, a prescriber, or, in the
case of an outsourcing facility, a person under the supervision of a phar-
macist, combines, mixes or alters ingredients of a £inished drug predueck to
create amedication tailored to the needs of an individual patient,
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(6) "Counseling" or "counsel” means the effective communication by the
pharmacist of information as set out in this chapter, to the patient or care-
giver, 1n order to improve therapeutic outcomes by maximizing proper use of
prescription drugs and devices, Specific areas of counseling shall include,
but are not limited to:

(a) Name and strength and degscription of the drug;

{b) Route of administration, dosage, dosage form, continuity of Lher-

apy and refill information;

(c) Special directions and precautions for preparation, administra-

tion, storage and use by the patient as deemed necessary by the pharma-

cist;

{d) Side effects or adverse effects and interactions and therapeutic

contraindications that may be encountered, including their aveoidance,

which may interfere with the proper use of the drug or device as was in-
tended by the prescriber, and the action reguired if they occur;

{e} Techniques for self-monitoring drug therapy; and

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

(7) "Deliver” or "delivery" means the actual, constructive or at-
tempted transfer of a drug or device from one {1} person to ancther, whether
or not for a congideration.

{B) "Device" means an instrument, apparatus, implement, machine, con-
trivance, implant, invitro reagent or other similar related article includ-
ing any component part or accessory which is:

ta) Recognized in the official United States Pharmacopoeia or official

National Formulary, other drug compendia or any supplement to them;

(b} Intended for use in the diagnosis of disease or other conditions, or

the cure, mitigation, treatment or prevention of disease in man or other

animal;

{c) Intended to affect the structure or any function of the body of man

or other animal, and which does not achieve any of its principal in-

tended purposes through chemical action within or on the body of man or
other animal, and which ie not dependent upon being metabolized for the
achievement of any of its principal intended purposes.

{9) 'Dispense" or "dispensing” means the preparation and delivery of
a drug pursuant to a lawful prescription drug order of a practitioner in a
suitable container appropriately labeled for subsequent administration to
or use by a patient or other individual entitled £o receive the prescription.

(10} "Distribute" means the delivery of a drug other than hy administer-
ing or dispensing.

(11) "Drug" means:

{a) Articles recognized as druygs in the official United States Phar-

macopoeia, official National Formulary, official Homeopathic Pharma-

copoeia, other drug compendia or any supplement Lo any of them;

(b} Articles intended for use in the diagnosis, cure, mitigation,

Ereatment oy prevention of disease inman or other animal;

{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 articles specified

in paragraph (a), (b} or (¢} of this subsection.
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{12) 'Drug order" means a prescription drug order issued in the unicgue
form and manner permitted for a patient or resident of an institutional
facility or as permitted for other purposes as defined in rules. Uniess
specifically differentiated, state law applicable to a prescription drug
order is also applicable to a drug order,

{13) "Drug outlets" means all resident or nonresident pharmacies,
business entities and other facilities where employees or personnel are en-
gaged in the practice of pharmacy, in the provision of pharmaceutical care,
or in the dispensing, delivering, distributing or manufacturing of drugs oxr
devices in or into Idaho.

{14} "Extern" means a bona fide student enrciled in an approved school
or college of pharmacy who has not received his first professional degree in
pharmacy,

(15) "Externship” means a structured practical experience program in
pharmacy administered by a schoel er college of pharmacy.,

(16} "Institutional facility" means a facllity for which its primary
purpose is to provide a physical environment for patients to obtain health
care services and in which patients spend a majority of their time, as may bhe
furthey defined by board rules.

{(17) "Tntern" means any person who has completed a course of study at
an approved schoel cr coilege of pharmacy, received the first professional
degree in pharmacy and is registered with the beoard as a pharmacist intern.
Interns must register with the board prier to commencement of an internship
program.

{18} "Internship* means a postgradtiate practical experience program
under the supervision of a preceptor.

{19) "Investigational or new drug" means any drug which is limited hy
state or federal law to use under professional supervision of a practitioner
authorized by law to prescribe or administer such drug.

{20) "Labeling” means Lhe process of preparing and affixing of a label
te any drug container, exclusive howevers of the labeling by a manufacturer,
packer or distributor ol a nenprescription drug or commercially packaged
legend drug or device. Any such label shall include all information required
by federal and state law.

{21} "Limited service cutlet" means a resident or nonresident facility
or business entity that is subject to registration by the board, pursuant
to section %4-1729, Idaho Code, and has employees or personnel engaged in
the practice of pharmacy, in the provision of pharmaceutical care, or in the
dispensing, delivering, distributing or manufacturing of drugs or devices
but is not a retail pharmacy, institutional facility, manufacturer, whole-
saler, veterinary drug cutlet, nonresident central drug outlet or mail ser-
vice pharmacy.

{22} "Mall service pharmacy” means a nonresident pharmacy that ships,
mails or delivers by any lawful means a dispensed legend drug to residents
in this state pursuant to a legally issued prescription drug order and en-
sures the provision of corresponding related pharmaceutical care services
required by law.

(23) "Manufacture" means the production, preparation, propagation,
compounding, conversion or processing of a device or a drug, either directly
or indirectly by extraction from substances of natural origin or indepen-
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dently by means of chemical synthesis or by a combination of extraction and
chemical synthesis and includes any packaging or repackaging of the sub-
stance or labeling or relabeling of its container, except that this term does
not include the preparation or compounding of a drug by an individual for his
own use or Lhe preparation, compounding, packaging or labeling of a drug:

{a) By a pharmacist or practitioner as an incident t£o his administer-

ing, dispensing or, as authorized by board rule, distributing of a drug

in the course of his professional practice; or

(b) By a practitioner or by his authorization under hisg supervision for

the purpose of or as an incident to research, teaching or chemical anal-

ysis and not for sale.

{24} "Manufacturer® means a person who by compounding, cultivating,
harvesting, mixing or other process, produces or prepares legend drugs,
and includes persons who prepare such drugs in dosage forms by mixing, com-
pounding, encapsulating, entableting, or other process, or who packages or
repackages such drugs, but does not include pharmacists or practitioners in
the practice of their profession.

(25} "Nonprescription drugs" means medicines or drugs which may be scld
without a prescription drug order and which are prepackaged for use by the
consumer and labeled in accordance with state and federal law.

(26) "Nonresident” means a person or business entity located in the Dis-
trict of Columbia or a state other than Idaho that practices pharmacy includ-
ing, but not limited to, pharmaceutical care services into Idaho,

{27) "Cutsourcing facility” means a facility that is registered by the
United States food and drug administration pursuant te 21 U.S5.C. section
353b and either registered or endorsed by the board.

{28} "Person' means an individual, corperation, partnership, associa-
tion or any other legal entity.

(289) "Pharmaceutical care" means drug therapy and other pharmaceuti-
cal patient care services intended to achieve outcomes related to the cure or
prevention of a disease, elimination or reduction of a patient's symptoms,
or arresting or slowing of a disease process as defined in the rules of the
board.

{2830) "Pharmacist" means an individual licensed by this state to en-
gage in the practice of pharmacy or a pharmacist registered by this state who
is located in another state or the District of Columbia and is engaged in the
practice of pharmacy into Idaho, unless exempted.

{381) "Pharmacist-in-charge" {PIC) means a pharmacist whose quatifica-
ticns, responsibilities and reporting reguirements are defined in rule,

(3+2}) "Pharmacy" means any facility, department or other place where
prescription drug orders are filled or compounded and prescriptions are
sold, dispensed, offered or displaved for sale, which has, as its principal
purpose, the dispensing of drug and health supplies intended for the general
health, welfare and safety of the public.

(323} "Practitioner” means a person licensed in this state and permit-
ted by such license to digpense, conduct research with respect to or adminis-
ter drugs in the course of professional practice or research in this state.

{334) "Precursor" means a substance, other than a ifegend druyg, which is
an immediate chemical intermediate that can be processed or synthesized into
a legend drug, and is used or produced primarily for use in the manufacture
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of a legend drug by persons other than persons licensed bo manufacture such
legend drugs by the Idaho board of pharmacy, registered by the state board
of healthh and welfare, or licensed to practice pharmacy by the Idaho board of
pharmacy.

{345) "Preceptor" means a pharmacist licensed and in good standing who
supervises the internship or externship training of a registered student
pharmacist. The preceptor shall be actively engaged in the practice of phar-
macy on a full-time employment bhasis.

{356} "Prescriber” means an individual currvently licensed, registered
or otherwise authorized to prescribe and administer drugs in the course of
professional practice.

{367) "Prescription drug or legend drug" means a drug whieh+~ Lhat under
federal law is required, prior to being dispensed or delivered, to be labeled
with one {1} of the following statements:

{a) “"Caution: Federal law prohibits dispensing without a prescrip-

tion"; or

(b} "Rx Onlvy"; or

(c) "Caution: Federal law restricts this drug to use by or on the order

of a licensed veterinarian";
or a drug which is recquired by any applicable federal oy state law or regula-
tion to be dispensed on prescription drug order only or is restricted to use
by practitioners only.

{378) "Prescription drug order" means a valid order of a practitioner
for a drug or device for anultimate user of the drug or device.

{389) "Prospective drug review" includes, but is not limited to, the
following activities:

{a} Evaluation of the prescription drug order for:

{i} EKnown allergies;

{ii) Rational therapy contraindications;

{(iii) Reasonable dose and route of administration; and
{iv) Reasonable directions for use.

{b) Evaluation of the prescription drug order for duplication of ther-

apy.

{c)} Evaluation of the prescription drug order for interactions:

(i) Drug-drug;
{ii} Drug-foed; and
{iiil) Drug-disease.
{d) Evaluation of the prescription drug order for proper utilization:
{i) Over or under utilization; and
(ii) Abuse/misuse,

{3840) "Record" means all papers, letters, memoranda, notes, prescrip-
tions, drug orders, invoices, statements, patient medication charts or
files, computerized records or other written indicia, documents or chjects
which are used in any way in connection with the purchase, sale or handling of
any drug or device.

(401} "Sale” means every sale and includes:

(a) Manufacturing, processing, transporting, handling, packaging ov

any other production, preparation or repackaging;

{b) Exposure, offer, or any other proffer;

{c) Helding, storing or any other possession;
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(d) Dispensing, giving, delivering or any other supplying; and

{e) Applying, administering or any cther usage.

(112) “Hareheuwsemanrmeans—apersen-whe-sterestegenddrugs—{teor-others
and-wheo-Ras-ne-control over-the disposition-of-gsueh-drugs-exeept-for-the-puy-
pose-ob-sueh-gborage "Ullimate user” means a person who lawfully possesses a
drug for his own use or for the use of a member of his household or for admin-
istering to an animal ownad by him or by a member of his household.

(423) "Wnolesaler" means a person engaged who in the usual course of
business ef-distributing-legend lawfully digtributes drugs thathe hingetf
has—pob-predueed or prepared+ devices in or inte Idaho to persons ineluded
ir-any-of other than the elassesmamed—insubseetion—{2{a—threough{i}—of
seetiont4-1934Tdahe-Eede ultimate user.

SECTION 2. That Section 54-1732, Idaho Code, be, and the same is hereby
amended to read as follows:

54-1732. VIOLATIONS AND PENALTIES. (1) No drug outlet designated in
section 54-1729, Idaheo Code, shall be operated until a certificate of reg-
istration has been issued to said facility by the board. Upon the f£inding of
a violation of this subsection, the board may impose one (1) or more of the
penalties enumerated in section 54-1728, Tdaho Code.

(2) Reinstatement of a certificate that has been suspended, revoked
or restricted by the board may be granted in accordance with the procedures
specified in section 54-1728{6), Idaho Code.

{3} The following acts, or the failure to act, and the causing of any
such act or failure are unlawful:

{a) The sale, delivery or administration of any prescription drug or

legend drug unless:

{i) Such legend drug is dispensed or delivered by a pharmacist
upon an original prescription, drug order or prescription drug or-
der by a practitioner in good faith in the course of his practice.
Any person viclating the provisions of Lhis subparagraph shall
be guilty of a felony, and on conviction thereof shall be impris-
oned in the state penitentiary for a term not to exceed three (3}
years, or punished by a fine of not move than five thousand dollars
(85,000} or by both such fine and imprisonment.

(i1) In the case of a legend drug dispensed by a pharmacist or pre-
scriber, there is a label affixed to the immediate container in
which such drug is dispensed. Any person violating this subpara-
graph shall be guilty of a misdemeanocr and upon conviction thereof
shall be fined not more than five hundred dollars ($500). Noth-
ing in this subparagraph prohihits a practitioner from delivering
professional samples of legend drugs in their original contain-
ers in the course of his practice when oral directions for use are
given at the time of such delivery.

{b) The refilling of any prescription or drug order for a legend drug

except as designated on the prescription or drug order, or by the autho-

rization of the practitioner. Any person guilty of violating this para-
graph shall be guilty of a misdemeanor and upon conviction thereof shall
be incarcerated in the county jail for a term not to exceed one (1) year,
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or punished by a fine of not more than cne thousand dollars ($1,000) or
by both such fine and incarceration.

{c) The possession or use of a legend drug or a precursor by any person
unless such person obtains such drug on the prescription or drug order
of a practitioner. Any person guilty of violating this paragraph shall
be guilty of a misdemeanor and upon conviction thereof shall be incar-
cerated in the county jail for a term not to exceed one (1} year, or pun-
ished by a fine of not more than one thousand dollars {($1.000) or by both
such fine and incarceration.

{d) The wholesale distribution of drugs or devices by a pharmacy except
for:

(i) The sale, transfer, merger or consolidation of all or part of
the business of a pharmacy or pharmacies from or with another phar-
macy oy pharmacieg, whether accomplished as a purchase and sale of
steck o1 business assets.
(ii) The sale of minimal gquantities of prescription drugs to prac-
titioners for office use.
{iii}) The sale of a prescription drug for emergency medical rea-
sons, but never to awholesale distributor.
{iv) Intracompany sales of prescription drugs, meaning any trans-
action or transfer between any divigion, subsidiary, parent or af-
filiated oxr related company under common ownership and control of
a corperate entity, or any Lransaction or transfer between coli-
censees or & colicensed product, but never to a wholesale distrib-
uLor.
{e) The failure to keep records as reguired by the board. Any person
guilty of violating this paragraph shall ke quilty of a misdemeanor and
upon conviction thereof shall be incarcerated in the county jail for a
term not te exceed one (1} year, or punished by a fine of not more than
one thousand dollars (51,000} or by both such fine and incarceration.
{ef) The refusal to make available and to accord full oppoertunity to
check any record, as required by the board. Any personguilty of violat-
ing this paragraph shall be guilty of a misdemeanocr and upon conviction
thereof shall be incarcerated in the county jail for a Lerm not Lo exceed
one {1} year, or punished by a fine of noL more than one thousand dollars
{$1,000) or by both such fine and incarceration,
{£g) It is unlawful to:
(i} Obtain or attempt Lo obtain a legend drug or procure or akt-
tempt to procure the administration of a legend drug by fraud, de-
ceit, misrepresentation or subterfuge; by the forgery or alter-
ation of a prescription, drug order, or of any written order; by
the concealiment of amaterial fact: or by the use of a false name or
the giving of a false address.
{ii) Communicate information to a physician in ah effort unlaw-
fully to procure a legend drug, or unlawfully to procure the ad-
ministration of any such drug. Any such communication shall not be
deemed a privileged communication.
{ii1) Intentionally make a false statement in any prescription,
drug order, order, report or record required by this chapter.
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(iv) For the purpose of obtaining a legend drug to falsely assume
the title of, or represent himself to be, a manufacturer, whole-
saler, pharmacist, physician, dentist, veterinarian or other per
s0on,
(v} Make or utter any false or forged prescription or false drug
order or forged written order.
{vi) Affix any false or ferged label to a package or receptacle
containing legend drugs. This subparvagraph does not apply to law
enforcement agencies or their representatives while engaged in
enforcing state and federal drug laws.
{vii) Wholesale or retail any prescription or legend drug to any
person in this state not entitled by law to deliver such drug teo
another.
Fvery violation of subsection—{3)-H) paragraph {g) (i)} through (vi}) of thisg
subsection shall be a misdemeanor and any person convicted therecf shall
be incarcerated in the county jail for a term not to axceed one (1) year, or
fined not more than one thousand dollars (31,{000), or punished by both such
fine and imprisconment. Any person violating subseetien—3 £+ paragraph
fg){vii) of this subsection is guilty of a felony and on conviction thereof
shalil be imprisoned in the state penitentiary for a term not to exceed three
{3) vears, oy punished by a fine of not more than five thousand dollars
{$%, 000}, or by both such fine and imprisonment.

{4) Provided however, that a veterinarian may dispense or deliver a
legend drug prescribed for an animal upon the prescription, drug order, or
prescripticon drug order of another veterinarian. The label shall be affixed
pursuant to subsection {3)({a)(ii) of this section, and penalties for vio-
lations of the provisions of this subsection shall be as provided in this
section for like violations by a pharmacist.

{(5) The uitimate ugser of a legend drug who has lawfully cobtained such
legend drug may deliver, without being registered, the legend drug to an-
other person for the purpose of disposal of the legend drug if the person re-
ceiving the legend drug for purposes of disposal is authorized under a state
or federal law or regulation to engage in such activity.

SECTIOM 3. That Section 54-1734, idaho Code, be, and the same is hereby
amended to read as follows:

54-1734. EXCEPTIONS POSSESSION OF LECGEND DRUGS. The—proevisions—ef
EHrisehapter-poertaining-teo-the sale of preseription-drugsare not—appiica—
Bler

(1) %*e-thesaleoflegend-drugs-to-versensinedudeddnany-ef-theelasses
named—ri-paragraphs—tal-throngh{g)rin-subsecetion {2} —of-this seeckien,or
to-the-agents-oremplrovees—of sueh persens,for-wse-ta-the—vusuat-andtawful
ceurse—ef-their businessor pragtice-orin-the-performanec—eof-ttheirJawful
efftetal-duties—as-the-ease-may-ber—or

424} Peo—kThe following persons or their agents or employees may pos-
sessten-ef legend drugs by-swebh persensor-theiragents-eoremployees for sueh
use in the usual and lawful course of their business or practice or in the
performance of their lawful official duties, without a valid prescription
drug order:

(a) Pharmacists;
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(b) Praetitioners Prescribers;

(c) Pe&en—swhe—prea}w%egeacl—é&ag%efnh&ne}ﬁagwby—ef—&ﬁée{-eh(}-sv&—

pervieion-of-pharnacists or-practitioners emploved-by-them,—orforthe

purpese—eiJdawiul-researehteaching—or-besting—and nokt—for—resale

Researchers who are prohibited from further distribution;

{d} Hospitals and other institubions-whteh presuvre-legend—drugs—for

tawful-admindstration-by-practitioners institutional facilities;

(e) Manufacturers and wholesalers;

(f} Common carriers and-wareheusemen solely in the usual course of

business of transperting prescription drugs; and

{g)l Schools possessing stock supplies of epinephrine auto-inijectors

pursuant to section 33-520A, Idaho Code.

(32} Yothe-sale-by-ahusiness-netlicensedas a-pharmaecy-of Veterinary
drug outlets or their agents or emplovees may pogsess legend drugs,
{excluding controlled substancess, designated for veterinary use which-re—
geire in the usual and lawful course of their business or practice or in the
performance of their lawful official duties, without a valid prescription
providedthat+ drug order.

-H—Phe business-is-registeredand-lieensedwith-the-board-of pharmacy—

e —The-saleds-auvthorized byawrittenor erat-order From aveborinar—

Tan-tteensed-in-this eranebther sbaker

FPrier-to-dispensingansrder-from-an-ouwt—ef-state-veterinar—
ram—the-sellermusteonfirmond-docunent that-the-veberinarianig
preperity-—lteensod-in-pisstato.

F—Bral-orderswast-be-eenfirmed-by-the-vober 1ﬂa+raﬂ-1~nm&nq—ne

Ve g fror Eha 13 Ay f\f\r\\‘rr\ﬁ EEp 2N
ey satber-fhe-seliorreceives-the-order

e ort v

+er—Thewritten orderorconfirmation of an-eral-erdermust-be rebained
on--the—premises—eof-the-business—for-at—teast twe {2 yearsafber the
eriginat-dante-eof-the-order-

later-£h B-gaen—{1
= B

SECTION 4. That Section 54-1735, Tdaho Code, be, and the same is hereby
amended to read as follows:

54-173%, MATNPENANCE QR PATIENT MEDICATION RECORDS . +3
Mantfacturers—and —wholesalers—Manufacturers—and—whelesalers—shall
lﬂﬁ—iﬂt—ﬁ%—H@QGﬂE‘éﬁ-ﬂ t—the—movement—n- cmmexe@e%m}egeﬂé—éﬁg&w Eor—two—{2}

iabedly-Eollewing—the—dat

K- d

pc%@mfwmm—whem"eb&aﬂeé-—

2 —Pharmacies- In order to effectively counsel patients, the pharma-
cist shall make a reasonable effort to obtain, record and maintain signifi-
cant patient information including, but not limited to:

{al) Name, address, telephone number;

(2) Date of birth {age), gender;

(e3) Medical history:

4+-{a) Disease state{s);

2={b) Allergies/drug reactions; and

3+{c) Current list of medications and devices;
{€d4) Pharmacist comments.
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SECTION 5. That Section 54-1752, Idaho Code, be, and the same is hereby
amended to read as follows:

54-1752., DEFINITIONS. As used in sections 54-1751 through 54-1759,
Tdaho Code:

(1} “huchenbicabieontmeans-tealifirmatively verify before—any-whole—
sate-distributionofa-preseriptiondrug-occures-that-each transackienlisted
enthe-pedigreehas-oceurred-

4+ —thuEhorized-disbributeor-eof-record ' -means-a-whoelesale-diatvributer
with-when—a—manpufackurer-has—-estabtishedan-ongoing—relationshiptodis—
tribube-themanufactureris-preseriptiondrug—An-engoing-relatieonship—is
deemagd—teo-exisb-bebtween such-whetesale distributerand-amanufacturer-when
the-whelesate-distributor—ineluvdingany affiliasted-group-of the-whelesale
distribubtor—asdefined-dn-section1504-ofthe-Internal-Revenue-Code—oom—
plieswith-the-fellowings

+a—rhe-whelegale-disbributer-has-a-wri-bren-agreoment-eurrently-itn-ef—

feeb-with-Fhe-manufacturer-evidencing-such-ongoingrelationship—and
br—Phe-wholesale-distributordstisted-on-the-manufacturerts—euerent
+Hrstefavtherized-distributeors-ofrecord —whieh-is-updated-by-the manu—
facturer-on-no-less-thanamertehly basis—

43+ "Chain pharmacy warehouse" means a physical location for prescrip-
ticn drugs that acts as a central warehouse and performs intracompany sales
or transfers of such drugs to a group of chain pharmacies that have the same
common ownership and control.

{42} "Colicensed partner or product" means an instance where two (2) or
more parties have the right to engage in the manufacturing and/or marketing
¢f a prescription drug, consistent with the federal food and drug adminis-
tration's implementation of the prescription drug marketing act.

45—t hrop-shipmrenttmneans—the-sate-of-a-preseription—drug—tea whole—
sate—dirstributeor—or-ehain-pharmaey—warchouse—by—the manufacturer—af—the
Bpreseript k%emg——ei—eh&éﬂﬂ&ﬂuﬁae&afeiaa—eeﬁeenaed—pﬁedﬁa%p&&ﬂer, Ehat
manwfacburerts-third-party logisticsprovider or-bhab-manufacburer s ox—
edusive—h-stributer—whereby—the-whelesale distributor-er-chain-pharmacy
wareheuse—takes—titlebut—noe physiecal possession—of sueh preseription
drug-and-the-whelesale distributor—inveices—the pharmaey-or-chain-pharmaey
wareheouse, —orether-person-avthorized-by-taw-to-dispense-or-administer-such
arug—te-a-patient—and the pharnacy—er—chain-pharmaey—warchouse or-ether
a%e%@mn—m%%&%&w%&m&%&em
the-nanufoeturer—or-that nanufacturer s-third-party logisties provider —or
that-mapufacburer!'senelusive distribuker

4o —tEpetlierl-meansa—focil ity efa-whelesate-distri bubor where-pre—
sertpbion-drugsare stored,-handled—repackaged-crofferedforsaler

(#3) "Manufacturer’ means a person, including a colicensed partner or
affiliate of that person, who prepares, derives, manufactures, produces or
repackages a drug or is licensed or approved by the federal food and drug ad-
ministration to engage in the manufacture of drugs er -deviees,—econsistent
with-the-federatl—{feed and drug administrabion-definitionof-‘manufacturer!
wader—i- to-regulatieons—and-guidance-implementing the preseriptiondrugmar—
lketing-aet.
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At Mannfaeturerts—exetusive-distribubkermeansanyene-whoconbracts
wi-th - a-manufaeturer—teo-provide-—er—coordinate-warchousing—distkribution ox
orher servicesonr-behalf-of a-manufasturer-and-whotakest3itle tothat-manu—
faetureris-preseriptien-drig—but-who-dees—not have general-responsibitity
o-direct-the-sale—or-dispesitien-eof-the-manuvfeeturerispreseripbion—dirug -
Sueh-manufackturerigexelusive-distributor must-beleensedas—a-whelesale
distributor-under-secthonS54-—1753 —Idahe-Coder and-Eo-be-considered part-of
the-pormai—disbribution channel—mustaloeo-beanauvtherized-distributer of
reoords

4+ —"Nermai--diseributienechannel " means—a-chaineof-euskedy—for—a-pre—
seription-drug-that-gocs—frema manufacturer-o fi-the-preseriptiondrug—Erom
Ehat—manufaeburer—to—that—wanufacturerts-coticonsed—parkner —from—that
marafaeturer—-to-bhat-ranvfackurer ts—third-party-ltegisties—provider—FErom
that—manvlfackurer—te-that—mamsfactuwreris—exetusive-diskeibutor —or—freom
thatmanufaeturer—direetly--or threughits ecoliconsed partner—third-party
tegigttres-providerernanufackurerts-exelusive-distribuker-teoarepackager
whods—an-avthorized distributor-ofreecerd-forthemanufacturer —whose—fa—
etbi-eyds—regisbered—with-the-rited States—foodand—drug—administration
and-wheengages-tr-the-prasticeof-repackaging-theeoriyinal-dosaceformofa
preseription-drug-in-aceerdancewith-applicable regulationsgand-guidelines
of the-Untred-States-food-and-drugadminiskration—either-direckiv-orby-drop
Siripment-——tos

fad—A-phavmaeyto-a-patienks

+br—tEher-designated persensauvthorized by law-to-dispense-oradminis—

ter-suen-drug-bte-a -patients

4e)—h-whelesatle-distributor-bon phormaey-to-a-patient or-other dosig—

nated-personsavthorized-by-law-te-dispense-eradminisber suah-drug te-a

pati-ents
4di—a-whelesale-disbributor-toachainpharmacy warchouse to-that-ehain
pharmacy-warehouwse sintracompany-pharmaey-toa-patient-or-okher-desia—
nated-persens-avtherivced by law-to-gisponse-oradninister-sueh-drug—toa
patienty—or
tel—A-chain-pharmaey-warehouse-to-the ehatn pharmaey-warchouse ts—intra-—
eompay-pharnacy-to-a—patientor-other-designated-personsauthorised-by
+ovteo-digpense-eradministersuch drug-bo-a-patient.

A Pedigroct-means-a-decunenrtor-eleebronie fite-copkaininginfor—
mortion-Ehat—recerds cach-wholesate digbribution-of any-given-preseription

(214) “Person" means an individual, corporation, business entity, gov-
ernment, governmental subdivision or agency, partnership, kbusiness trust,
assocliation or any ether legal entity.

{#25) "Prescription drug" means any drug, including any biological
preduct, except for bloed and blood components intended for transfusion or
biological products that are also medical devices, reguired by federal law
or federal regulation to be dispensed only by a prescription, including fin-
ished dosage forms and bulk drug substances, subject £o section 503 (b} of the
federal food, drug and cosmetfic act.

{+36) "Repackage" means repackaging or otherwise changing the con-
tainer, wrapper or labeling to further the distribution of a prescription
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drug, excluding that completed by the pharmacist responsible for dispensing
product to the patient.

{(+47) *Repackager'-means—a-persen-who-repackages "Reverse distributor"
means a drug outlet that receives nonsaleable prescription drugs from per-
song or their agents, who may lawfully possess prescription drugs without
being issued a valid prescription drug order, and processes for ¢redit or
disposes of such prescription drugs.

+15} L Third-pardy togistias-provider'-means-anyonewho-eontracts-witha
Eributden-or-ethersaervices-on-bohalf-ofamanufacturor—nut-doesnok-take
thepreseriptiondrugts—sate—er-dispositien—-Sueh—thrrd-party togisties
provider-must-boe-Heonsed-as—awhoetesate distributorunder-seekion-54-1753+
Tdaho Eoder—and-to-be-gonsidered-par—of-the-nermal-distribution-ehannel-
musEatso-po-an-adEherivged distributer-of-vrecord -

4o e berinary—pharmaeyt—means—a—buasthress—properly—Heensed—as—a
pharmaey engagingexetusively—in the-preparabion—and dispepsing-of-pre—
seription-drugs—{for-veterinary preseribed-use

L1t Who losale-distribuber  neansS-anyone ongaged-in-thewholesate gic—
Eribution-of-preseripbion-drugs-inetuding—but-not-l-imited-tos

+a—Hanufacburers -

4o l-Repackagers:

+eh—Piivate tabelgisbtributerss

+eb—dobberss
£ Brokerss
+egp—-HWarehouses—ineluding—manufacturers' and disbkributerst-—ware—
houses
{—Manufackurers'exelusive-distribuborss
i —athortzed-distribubtorsobrecords
)—Brug-whelesalersor distribubors s
Ak} Independent whelesate-drug-traderss
+l—-Specialtiywholesake-disbkbributorsy
4i)—Retai-bpharmaciestthat-eonduckwhoelesatle-dastribubton—and
Lo Chatr-pharmasy-warehouses that-conduet-whetesale diskribution~

Po-pe-considered-part—of--the-normat—distribution-channel—such—whoeiesale
cistributer—except-for-a-chain pharmacy warehouse-pot-engaged-in-whetesate
ai-gtribution—mustalse-beanaubhoriged-distributerof-record-

{38) "Wholesale distribution" means digtribution of prescription drugs
Lo persons other than a consumer or patient, but does not include:

{a) Inbtracompany-sates-ef-preseription-drugs—meaning-any transaetion
er—trangfer—bebween—any—division—subsidiary—parenpt—or—affitiated
sr—related-company—-under—common—ownership-and—eontveteofa--corperate
eniby—or-any--bransaction-or—transfer-bekvween colicensees-of-a—eoti—
eenged-produat—

‘b i—The-saterpurehase—disbribution—trade or transfer-of-apreserip—

Hren—hug-er—effer to-sell—purehase—distribute —tradeortransfers—a

preseriptien-drug-for-emergoney-medieal roeosens -
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+et—TFhe—distribution-eof-preseripbion-drug-samproes—bymanuwfasturerst
4et+ Drug returns, when conducted by a hospital, health care entity or
charitable institution in accerdance with 21 CFR 203.23.
{er—Brug-donatieons—when-condueted-inaceardancewi-th scetions-54—1560
threough-54—3765—Tdabho-Code—
+E—Thre-sate-of-minimal-guanktitieseofpresesiptieondrugs-by-pharmaeies
to-tieensed-practitioncrs-for-office-user
{gb} The sale, purchase or trade of a drug, an offer to gell, purchase or
Lrade a drug, or the dispensing of a drug pursuant te a prescription.
4+ht--Ehe-sadcr-eransfer —noerger-or-consol idationeaf-all-er part-ef-the
business—ef-a-pharmacy-or pharmacies—from-or-with-another -pharmaey—er
pharmacies—whether aceonphished—as—apurehase—and-sate—of-shock or
43— Phe-gate, purchase, -distribution—trade-or—branster-ef-a pre-—
sertobiordrugfron-erne—{ll-avthoerized-distributer of record-to-one {3+
additional authorized-gisiteibutor-of Yecord-when the manufactuyror-has
stated—in-wribing-tothe—receitving—avthorited—aigkributor—of—reeord
Ehat-themanunfacturer-i-s-unapie-bo supply such-preseripiion-drugand-the
supptying-avthorirzed-distributoreof receord-stabtes—in-writingthatthe
pregeription drug-beingsupplied-had—ungil-shat-timebeenexalusivedy
in-the-rormat—distribution-chanpel
(3c) The delivery of, or offer to deliver, a prescription drug by a
common carrier solely in the common carrier's usual course ¢of husiness
of transporting prescription drugs, and such common carrier does not
store, warehouse or take legal ownership of the prescription drug.
{kd} The sale or transfer froma retail pharmacy or chain pharmacy ware-
house of expired, damaged, mis-picked, returned oxr recalled prescrip-
tion drugs to the criginal manufacturer, original wholesaler, or third
party returns processor, including a reverse distributor,
HH—TPhe-sate-efa-preseriptieondrug-byavelterinary-pharmasy-to-the-pre—
amﬂ%eﬁnaa Fan-ia-whdeh
G The-preseribing—vetoerimarian—takes—title but—rnot-—physical
p%ii%ﬂ@hﬁf%ﬁ%@ﬂammwn%
persen-huving-eustody of-the animal-for whom the proseription-drug
+a-tatended—and
4ii-—Pursgant—ttoa—vabid-preseriptieon-drug-order-the—vebterinary
pharmaeylabeltsand-delivers the-progeripbion-drug-divreetly-to-the
BWHEr-I-Pergen-having-eustod-ef-the-animal-feorwhomn-the-preserip—
Eon-ryg—isintended-

SECTION 6. That Secticn 54-1753, Idaho Code, be, and the same is hereby
amended to read as follows:

54-31753, WHOLESALE DRUG DISTRIBUTOR LICENSING REQUIREMENT -~ MINIMUM
RI"QU IRFMENTS FOR LIChNSURL (1) Evcry whe—l—eaa—l—e diﬁ-&%—i«btﬁ—%—&-}h@ business
Z); into ldaho must bt, llaensed by the board ,md—wwm%e%deﬂt»whe}esa}e
distributer - must-be-liconsed-by—the boardif it-ships preseription—drugs
into—fhis—state—inaeeordance-—with this—aect-pefore engaging—inwhelesale
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1 etobribubiong-of-whelesate preseription-drugs—heboard-shall-exempt as a
2 wholesale distributor excepl:

3 {a} Mmanufacturers distributing their own federal food and drug ad-
4 ministration approved drugs and devices fremany-tieensing-and-other
5 reguiremento—to—thoe—extontnob—reguired-by—federal-Jdaw-or—regulation
6 inciuding distribution of prescripticn drug samples by manufacturer's
7 representatives and intracompany sales, meaning any transaction or
8 Lransfer between any division, subsidiary, parent or affiliated or re-
g9 lated company under common cwnership and control of a coxporate entity
i0 or any transfer between colicensees of a colicensed product, unless
1 particular reguirements are deemed necessary and appropriate following
12 rulemaking.

13 {(b) An entity that donates prescription drugs, when conducted in accor-
14 dance with sections 54-1760 through 54-1765, Idaho Code.

15 (¢} A pbarmacy digtributing in accordance with section 54-1732, Idaho
16 Cede.

17 (d) Persons selling, purchasing, distributing, trading or transfer-
18 ring a prescription drug for emergency medical reasons.

19 (2) The board shall require the folleowing minimum information from each
20 wholesale distributor applying for a license under subsection {1} of this
21 section:

22 {a} The name, £ull business address and telephone number of the 1i-
23 censee;

24 {b} All trade or business names used by the licensee;

25 {c} Addresses, telephone numbers, and the names of contact persons for
25 all facilities used by the licensee for the storage, handling, and dis

27 tribution of prescription drugs;

28 {d} The type of ownership or operation, i.e., partnership, corpora-
29 tien, or sole proprietorship;

20 {e} The name of each person who is an owner or an operator of the 1i-
31 censeeg;

3z {f} A list of all licenses and permits issued to the applicant by any
33 other state that authorizes the applicant to purchase cor possess pre-
34 scription drugs;

35 {g) The name of the applicant's designated representative for the fa-
16 cility, together with the personal information statement and finger-
37 prints, required pursuant to paragraph (h) of this subsectiocn {24+ for
38 such individual;

38 {n} Each individual reguired by paragraph {g} of this subsection {4}
40 to provide a personal information statement and fingerprints shall pro-
41 vide the following information to the board:

42 (i) The individual's places of residence for the past seven (7}
43 Years;

44 (ii} The individual's date and place of birth;

45 (111) The individual's occupations, positions of employment and
46 cffices held during the past seven (7) years;

47 (iv) The principal business and address of any business, corpo-
48 ration or other organization in which each such office of the in-
49 dividual was held or in which each such occupation or position of

50 enployment was carried on;
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{v) Whether the individual has been, during the past seven (7)
years, the subiect of any proceeding for the revocatlion of any 1i-
cense or any criminal vicelation and, if so, the nature of the pro-
ceeding and the disposition of the proceeding;

{vi} wWhether, during the past seven (7} years, the individual
has been enjoined, either temporarily or permanently, by a court
of competent jurisdiction from viclating any federal or stale law
regulating the possession, control or distribution of prescrip-
tion drugs or criminal violations, togebher with details concexrn—
ing any such event;

{vii} A description of any involvement by the individual with any
business, including any investments, other than the ownership of
stock in a publicly traded company or mutual fund, during the past
seven (7} years, which manufactured, administered, prescribed,
distributed eor stored pharmaceutical products, and any lawsuits
in which such businesses were named as a party and in which the in-
dividual was also a named party in the same lawsuit or, regardless
of whether the individual was a named party, in which the individ-
ual testified as awitness at trial or in a deposition;

{viii}) A description of any felony criminal offenge of which the
individual, as an adult, was found guilty, regardless of whether
adjudication of guilt was withheld or whether the individual pled
guilty or nolo contendere. If the individual indicates that a
criminal conviction is under appeal and submits a copy of the
notice of appeal of that criminal offense, the applicant must,
within fifteen {15) days after the disposition of the appeal, sub-
mit to the board a copy of the final written order of disposition;
and

{ix) & photograph of the individual taken in the previous yvear.

The information required pursuant to subsection (2) of this section

shall be provided under cath.

(4)
plicant,
(a)

The board shall not issuve a wholesale distributoy license to an ap-

unless the board:
Conducts a physical inspection of the facility at the address pro-

vided by the applicant as reguired in subsection {2} (a) of this section
or approves an inspection report that evidences equivalent standards to

those in idaho; and

{b)

Determines that the designated representalive meets the follewing

gqualifications:

(1) Is at least twenty-one (21) years of age;

(i1) Has heen employed full time [or at least three (3) years in
a pharmacy or with a wholesale distributor in a capacity related
t.o the dispensing and distribution of, and recordkeeping relating
Lo, prescription drugs;

(iii) Is employed by the applicant full time in a managerial level
position;

{iv) 1Is actively involved in and aware of the actual daily opera-
Ltion of the wholesale distributor;

(v} Isphysically present at the facility of the applicant during
regular business hours, except when the absence of the designated
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representative is authorized including, but not limited to, sick
leave and vacation leave;

(vi) Is serving in the capacity of a designated representative
fer only one {1) applicant al a time, except where more than one
{1) licensed wholesale distributor is colocated in the same facil-
ity and such wholesale distributors are members of an affiliated
group, as defined in section 1504 of the Internal Revenue Code;
{vii} Does not have any convictions under any federal, state or
local law relating to wholesale or retail prescription drug dis-
tributicn or distribution of controlled substances; and

{vili)} Does not have any felony convictions under federal, state
or local law.

{5} #he-board All applicant-designated repregentatives shall sub-
mit he-fHagerprints-provided-by o-personwitha-teense-applicatienfora
statewide Lo a fingerprint-based criminal reeexds history check of the Idaho
central criminal history database and ferferwarding-te tLhe federal bureau
of investigation fer-a-matienal criminal reeords-cheek-eof -bhe—indibvidual
history database. Each applicant shall submit a completed ten (10) fingexr
fingerprint card or scan to the board of pharmacy at the time of application
and shall pay the cost of the criminal history check.

{6) 1f a wholesale distributor distributes prescription drugs in or
into Idaho from more than one (1) facility, the wholesale distributor shall
obtain a license for each facility.

(7} In-aeecordancewith-eaeh-licensurerenewat—thebeard shall-sendte
eash-whelesale-distributericensedunder this-section-a-formsetiingforeh
thednformation that thewholesale-diseributor-provided pursuapt-to-subsee—
shen—H—ei-this seetion——Within-thirty-{(30--days—of—receivingsvehformr
changes-or-earrections-to-the-information-that-was provided-pursuant—te-sub—
seoion—{2tof-this-seetion—Changes-in —sr-oorreations to—any-infermation
insubseetion{2-efthis seection-shalibo-submitted to-the beardags-reguired
by—the-board—The-beard-maysusperd-er—reveoke-the—Heoeense-of-a-wholesale
di-stribinteor—if-sueh—avthority—determines—thatthe-wholesale digeributer
ro—tonger—gualbifics—fortheliecense-issuedunder—this-seetion A wholesale
distributor shall have adequate processes in place for monitoring purghase
activity of customers and identifying suspicious ordering patterns that
identify potential diversion or criminal activity related to controlled
substances such as orders of unusual size, orders deviating substantially
from a normal pattern, orders for drugs that are outside of the prescriber's
scope of practice, or orders of unusual frequency.

(8) The designated representative identified pursuant to subsection
{2){g} of this section must receive and complete continuing training in ap-
plicable federal law and the law of this state governing wholesale distribu-~
tion of prescription drugs.

{9) The hoard may adopt rules to approve an accreditation body to eval-
uate a wholesaler's operations to determine compliance with professional
standards and any other applicable laws, and to perform inspections of each
facility and location where wholesale distribution operations are conducted
by the wholegaler.
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SECTION 7. That Secticn 54-1754, Idaho Code, be, and the same is hereby
amended to read as follows:

54-1754. RESTRICTIONS ON ‘TRANSACTIONS. {1} A wholesale distributor
shall receive prescription drug returns or exchanges from a pharmacy or
chain pharmacy warehouse pursuant to the terms and conditions of the agree-
ment between the wholesale distributor and the pharmacy or chain pharmacy
warehouse. Returns of expired, damaged, recalled or otherwise nonsaleable
pharmaceutical product shall ke distributed by the receiving wholesale dis-
tributor only to either the original manufacturer or third party returns
processor, including a reverse distributor. The-yreturns—er—exchanges—ef
pt‘-e&(—)-ﬁ_—p—{ﬁ':{-}I?-—d-FHWﬂ%&bWEheW&SHGMW%&E@%&Ei’-i'rb&-é-}:reﬁ—-bj»‘
a-recoiving-whelesales—shatl-not be-subjee tRo-the pedigree-reguirement-of
seebion-54-1955  Tdahe Cede 50 lengas—they-are exempt—from pedigree-under
'Ehewﬁeée}?a—l—f—eeé—&néﬂiﬁug—&éﬂki-m&fﬁ&%’ﬂ—e&if—f&ﬁt%m;%&—iea}ﬁﬂwesef—ipm
Hon—drug-markebingaet-guidaneer VWholesale distributors and pharmacies
shal!l be held accountable for administfering their returns process and ensur-
ing that the aspects of this operation are secure and do not permit the entry
of adulterated and counterfeit product.

{2} A wholesale distributor shall not engage in the wholesale distri-
bution of prescription drugs that are purchased from pharmacies or practi-
Lioners or fromwholesale distributors that purchase them from pharmacies or
practitioners.

{(23) A manufacturer or wholesale distributor shall furnish prescrip-
tion drugs only to a person licensed by the appropriate state licensing
agency to manufacture, distribute, dispense, conduct research or indepen-
dently administer such prescription drugs. A manufacturer or wholesale
distributor shall furnish a scheduled controlled subgtance listed in sec-
tion 37-2705, 37-2707, 37-2709, 37-2711 or 37-2713, Idaho Code, only to a
person who has been issued a valid controlled substance registration by the
United States drug enforcement administration and the Idaho board of phar-
macy, unless exempted by state or federal law.

(34) Prescription drugs furnished by a manufacturer or wholesale dis-
tributor shall be delivered only to the premises listed on the license; pro-
vided that the manufacturer or wholesale distributer may furnish prescrip-
tion drugs to an authorized person or agent of that person at Lhe premises of
the manufacturer or wholesale distributor if:

(a) The identity and authorization of the recipient is properly estab-

lished; and

(b] This method of receipt is employed only to meet the immediate needs
of a particular patient of the authorized person.

(4%) Prescriptiondrugs may he furnished Lo a hospital pharmacy receiv-
ing area provided that a phatmacist or authorized receiving personnel signs,
at the time of delivery, a receipt showing the type and guantity of the pre-
scription drug so received. Any discrepancy between receipt and the type and
quantity of the prescription drug actually received shall be reported to the
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delivering manufacturer or wholesale distributor by the next business day
after the delivery to the pharmacy receiving area.

(56) A manufacturer or wholesale distributor shall net accept payment
for, or allow the use of, a person's credil to establish an account for the
purchase of prescription drugs from any person other than the owner{s) of
record, the chief executive officer or the chief financial officer listed
on the license of a person legally authorized to receive prescription drugs.
Any account established for the purchase of prescription drugs must bear the
name of the licensee.

SECTION 8. That Section 54-1758, Idaho Code, be, and the same is hereby
amended to read as follows:

54-3175%8. PROHIBITED ACTS. (1) Tt shall be unlawful for a person to
knowingly perform, or cause the performance of, or aid and abet any of the
following acts in this state:

{a) Failure Lo obtain a license when a license is reguired by this ae&

chapter;

(b} Operate as a wholesale distributor without a valid license when a

license is required by this aet chapter;

{¢) Purchase from or otherwise receive, return or exchange a prescrip

cion drug from a pharmacy or chain pharmacy warehouse, other than in

compliance with section 54-1754(1), Idaho Code;

(d) When a state license is reguired pursuant to section 54-1754 (23},

Tdaho Code, sell, distribute, transfer or otherwise furnish a preserip-

tion drug to a person who is not authorized under the law of the juris-

diction in which the person received the prescription drug to receive
the prescription drug;

{e) Failure todeliver prescriptiondrugs to specified premises, as re-

quired by section 54-1754(34}, Idaho Code;

(£) Acceptance of payment or credit for the purchase of prescription

drugs, other than in compliance with section 54-1754(56), Idaho Code;

(g) Fadilure-teo-maintaineor-preovidepedigreesas—reqitired-bythis-aet

A —Faidure-to-eblain, pass or aunthenticato-a podigrec,—as raguired-gy

Ehtsaetr

44+ Provide Lhe board or any ¢f its representatives or any federal offi-

cial with false or fraudulent records or make false or fraudulent state-

ments regarding any matter within the provisions of this ack chapter;

(4h) Obtain, or attempt te obtain, a prescription drug by fraud, deceit

or misrepresentation or engage in misrepresentaticn or fraud in the

distribultion of a prescription drug;

(i) HManufacture, repackage, sell, transfer, deliver, hold or offer

for sale any prescription drug that is adulterated, misbranded, coun-

terfeit, suspected of peing counterfeit or otherwise has heen rendered
unfit for distribution;

{£j) Adulterate, misbhrand or counterfeit any prescriptiondrug;

{(mk) Receive any prescription drug that is adulterated, misbranded,

stolen, obtained by fraud or deceit, counterfeit or suspected of being

counterfeit;
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{(rl) Deliver or proffer delivery of, for pay or otherwise, any pre-
scription drug that is adulterated, misbranded, stolen, obtained by
fraud or deceit, counterfeit or suspected of being counterfeit;
(em) Alter, mutilate, destroy, obliterate or remove the whole or any
part of the labeling of a prescription drug or commit any other act with
respect to a prescription drug that results in the prescription drug be-
ing mishranded; or
{pni) Sell, deliver, transfer cr offer to selil to a person not authorized
undey law to recelive the return or exchange of a prescription drug, a
prescription drug that has expired, been damaged or recalled by either
the criginal manufacturer, a third party returns processor or a reverse
distributor.
(2) The acts prohibited in subsection (1) of thisg section do not include
a praescription drug manufacturer, or agent of a prescription drug manufac-
turer, who obtains or atlLempis to obtain a prescription drug for the sole
purpose of Lesting the prescription drug for authenticity.

SECTION 9. That Section 54-175%, Idaho Code, be, and the same 15 hereby
repealed.

SECTION 10, That Section 54-1756, Idaho Code, be, and the same is hereby
repealed.

SECTION 11. That Section 37-3201, Idaho Code, he, and the same is hereby
amended to read as follows:

37-3201, DEFINITIONS. As used in this chapter:

(1) "Code imprint" means a series of letters or numbers assigned by the
manufacturer or distributor Lo a specific drug, or marks or monograms unigue
te the manufacturer or distributor of the drug, or both;

{2) "Distributor® means a person who distributes for resale a drug in
solid dosage form under his own label even though he is not the actual manu-
facturer of the drug;

{3} "Scolid dosage form" means capsules or tablets intended for oral
use;

{4} "Legend drug” means any drug defined by section 54-1705(367}), Idaho
Code.

SECTION 12. That Section 54-1759, Tdaho Code, be, and the same is hereby
amended fo read as follows:

54~1759, PENALTIES. (1} Any person who commiis any act prohibited by
meancr, which is punishable by not more than one {1) vear of imprisonment, or
by a fine not exceeding five thousand dollars ($5,000), or both.

{2) Any person who commits any act prohibited by section 54-17158(1) (ig)
through {i}4p)(n}, Idaho Code, is guilty of a felony, which is punishable
by lmprisonment for a term of not less than five (5) years and not more than
twenly (20) years, or by a fine not exceeding five hundred thousand delliars
{$500,000), or both.
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(3} Any person who, with the intent to commit any of the acts prohib
ited by section 54-1758(1) {4g) through +34e)(n), Idaho Code, commits any
act prohibited by section 54-1758(1) (a} through -+&-thy(f), Idaho Code, is
guilty of a felony, which is punishable by imprisonment £or a term of not less
than five (5) years and not more than twenty (20) years, or by a fine not ex-
ceeding five hundred thousand dollars (5500, 000), or both.

(4) Any criminal penalty imposed on a person who commits any acl prohib-
ited by section %4-1758, Idaho Code, is in addition to, and not in lieu of,
any other civil or administrative penalty or sanction authorized by law.

SECTION 13, That Section 54-1761, Idaho Code, be, and the same is hereby
amended to read as follows:

54-1761. DEFTNLITIONS., As used in sections 54-1760 Lhrough 54-1765,
Tdaho Code:

{1) "Legend drug” hag the game meaning as provided in section
54-17105(267), Idaho Code.
{2} "Medically indigent" means any person who is in need of a legend

drug and who 1s not eligible for medicald or medicare, who cannot afferd pri-
vate prescription drug insurance or who does not have income and other re-
spources availlable sufficient to pay for the legend drug.

{3) "Qualifying charitable clinic or center" means a community health
center asg defined in section 39-3203, Idaho Code, and means a free medical
clinic as defined in section 39-7702, Idaho Code, acting in consultation
with a pharmacist licensed in the state of Tdaho,

SECTION 14, That Section 54-4702, Idanho Code, be, and the same is hereby
amended to read as fcllows:

54-4702, DEFINITIONS. As used in this chapter:

(1} "Acupuncture" means that theory of health care developed from tra-
diticnal and modern Criental medical philosophies that employs diagnosis
and treatment of conditicons of the human body based upon stimulation of spe-
cific acupuncture points on meridians of the human body for the promotion,
maintenance, and restoration of health and for the prevention of disease,
Theraples within the scope of acupuncture include manual, mechanical, ther-
mal, electrical and electromagnetic treatment of such specific indicated
points. Adjunctive therapies included in, but not exclusive to, acupuncture
include herbal and nutritional treatments, Cherapeutic exercise and other
therapies based on Lraditional and modern Oriental medical theory.

{2} "Board" means the fdaho state board of acupuncture,

{3) "NCCAOM" means "National Certification Commission for Acupuncture
and Oriental Medicine."

(4) rPractice of acupuncture" meansg the insertion of acupuncture nee-
dles and use of similar devices and therapies, including application of mox-
ibustion, to specific indicated points on the skin of the human body as indi-
cated pursuant to traditional and modern theories of Criental medicine., The
"practice of acupuncture” does not include:

{a} Surgery; or

{b} Prescribing, dispensing or administering any prescription drug or

legend drug as defined in section 54-1705(367), Idaho Code.
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SECTION 15. That Section 54-5110, Idaho Code, be, and the same is hereby
amended to read as follows:

54-5110. NATURQPATHIC MEDICAL FORMULARY COUNCIL ESTABLISHED. There
is hereby established a naturopathic medical formulary council, which is
separate and distinct from the board, o be composed of seven {7) menbers.
Two (2] members shall be naturopathic physicians licensed under this chapter
and appointed by the board of naturopathic medical examiners. “Three {3) mem-
bers shall be pharmacists licensed under chapter 17, title 54, Idaho Code,
appointed by the board of naturopathic medical examiners froma list of nom-
inees provided by the Idaho state board of pharmacy. Two {2} members shall
be physicians licensed under chapter 1B, title 54, Idaho Code, appointed by
the beard of naturopathic medical examiners from a list of nominees provided
by the Tdaho state board of medicine. The initial council shall be appointed
as follows: One (1) naturopathic physician shall be appointed for a one (1)
vear term; one {1} physician licensed under chapter 18, title 54, Idaho Code,
and one {1) pharmacist shall be appointed for a two (2) year term; and two (2)
pharmacists, one {1) naturopathic physician and one {1) physician licensed
under chapter 18, title 54, Idaho Code, shall be appointed for a three (3)
year term. Thereafter, the termof office shall be three {3) vears. A quorum
shall consist of five (%) members and shall be reguired for any vote to be
taken. It shall be the duty of the naturopathic medical formulary council to
establish a formulary for use by naturopathic physicians, and immediately
upon adoption or revision of the formulary, the council shall transmit the
approved formulary Lo the board, which shall adopt the formulary by tempo-
rary rule. The formulary will be reviewed annually by the council, or at
any time at the request of the hoard. The formulary list may not go beyond
the scope of prescription medicines and medical devices covered by approved
naturopathic medical education and training and existing naturopathic medi-
cal formularies, or board-approved continuing education. The naturcopathic
medical formulary shall not include medicines and devices that are inconsis-
tent with the training provided by approved naturcpathic medical colleges,
Nothing herein shall allow a naturcpathic physician to dispense, administer
or prescribe any preseription drug as defined in section 54-1705 {387), Idaho
Code, or medical device unless such prescription drug or medical device is
specifically included in the naturopathic medical formulary.
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Congress passed the Drug Quality and Security Act in November of 2013, which mandates that
states regulate wholesale distribution consistently with this new federal law. This legislation will
fulfill our federal responsibility by striking pertinent language and sections within the Idaho
Wholesale Drug Distribution Act and the Idaho Pharmacy Act and inserting language consistent
with this new federal requirement, Additionally, this bill establishes parameters that prohibit
"grey wholesaling,” requires wholesale distributors to identify suspicious controlled substances
orders, strikes outdated and conflicting language, and streamlines and clarifies confusing
language.

FISCAL NOTE

The bill would require a wholesale distributor's designated representative applicant to pay for the
cost of fingerprinting, just as all other applicable Board registrants and licensees are required to
do. Current cost of fingerprinting to the Board is $41.50 per applicant. The Board typically
receives about fifty new designated representative applications a year, so this bill will reduce
Board costs by approximately $2,000 a year, for which the Board is not appropriated.

Contact
Mark Johnston
Pharmacy, Board of
334-2356

Statement of Purpese/Fiscal Note Bill No,



