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INTRCDUCED BY

BY REQUEST OF THE DEPARTME OF PROFESSIONAL AND

CCCUPATIONAL LICENSING

A BILL FOR AN ACT ENTITLED: "AN ACT TO REVISE AND CLARIFY
THE LAW CREATING THE BOARD OF PHARMACESTS AND THE LAMWS
AGMINISTERED BY THE BOARD OF PHARMACISTS; AMENDING SECTIONS
2-15-1609y 3T7-2-101y 37-7-1014 37-7-201, 37-T7-301 THROUGH

37-7-3039 3T-T-311l4 3T-T-321y 37-T-401y ANO 37=7-502y MCAL"

BE 1T ENACTED BY THE LEGISLATURC OF THE STATE OF MONTANA:
Section l« Section 2-15-1609+ MCAy is amended to read:
n2«-~15=-1609« Board of pharmacistss {})} Therz is a board

of pharmacistse
(2) The board consists of three members appointed by

the governore The governor shall appoint the meabers from a

list submitted annually by the Montana state pharmaceutical

associatione The 1ist shall contain the names of five
gualified persons for =2ach appointmente Each mewber shall be

a graduate of the college of pharmacy of the university of

Montana or of a coliege or schocl of pharmacy recognieed-and

spproved accredited by er--a—-member—-of the American

asqoctation-——of~——ecotieqes——af-——pharmacy council_.__ oo

pharwaceutical _educatione Each member shall have at least S
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consecutive years of practical experience as a pharmecist
immediately before his appaintment. Howevery-ont—member—-may
pe-n-registered-pharmacist-of-15~yearsi-procticat-experience
and-—aectualtiy——engaged-in-the—preetice—of-pharmecyv A member
whoy during his term of officey ceases to be actively
engaged In the practice of pharmacy in this states shall be
automatically disqualified from membership on the boards

{3} Each member shall serve for a term of 3 yezrsa. A
member shall be removed from office by the governor on proof
of malfeasance or misfeasance in offices after reasonable
notice of charges against him and after a hearingae

{4} The board is allocated to the department for
administrativé purposes only as prescribed in 2-15-12]1.%

Section 2. Section 37-2-101y MCAy is amended to reads

®37-2-101s. Definitions. As used in this party the
following definitions applys:

{1} "Hedical practitioner® means any person licensed
by the state of Montana +to engage in the practice of
mediciney dentistrys osteopathys or chirvopody (podiatry) and
in such practice to administer or prescribe drugse

(2) ®Drua™ means any article:

{a) recognized in  the official United States
fharmacopoeiay-the-officint/ National Formularys or in any
suppiement te such pharmacopoeia orl formulary;

(b} intended for use in the diagnosise curey

-2- INTRODUCED
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mitigations treatments or prevention of disease in man;

(c) intended to affect the structure or any function
of the body of manj

(d) intended for use as a component of any article
described in subsection {alsy (b)s or (c) of this subsection
{Z2)y but such term does not include any devica or any
components of a device.

(3) ®Device®™ means any instruments apparatusy or
contrivance intended:

{a) for use in the diagnosisey cures mitigations
treatments or prevention of disease in man;

+ {b) to affect the structure or any function of the
body of mans

{4) P"Pharmacy®™ means an sffieey—pharmaeyy—drugstorey
ar—-other establishment which engages in the sale of drugs o+
reta+} requiring a prescription.

{5) "Community pharmacy®™s when used in relation to a
medical practitionere means a pharmacy situated within 10
miles of any place at which such medical practitioner
maintains an office for professional practice.

(6} ™"Drug company™ wmeans any person engaged in the
manufacturinge processinge packagings or distribution of
drugs; but such term does not include a pharmacyes

{T) *™Person™ means any individual and any partnershipe

Firmes corporations associations Or other business entitye.
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(6} ™State"™ means the state of Montana or any
political subdivision thereof."

Section 3. Section 37-7-101s MCAs is amended to read:

"37-T-101le Definitionse Unless the context requires
otherwisey in parts 1 through 3 of this chapter the
following definitions apply:

{1) ®Board®™ a@eans the board of pharmacists vrovided
for in 2-15-160%.

(2) "Chemical® means medicinal or inaustrial
substancesy whether simpley compounds or obtained through
the process of the science and art of chemistrys whether of
orgénic or inerganic origine

{31 =Commercial purposes™ means the ordinary purposes
of trade, agricultures industrys and commercey exclusive of
the practices of medicine and pharmacy.

(4} “Continuing education®™ means prcfessional
pharmaceutical postgraduzte education in the following
arsass

{a} the socioeconomic and legal aspects of health
cares;

(b} the properties and actions of drugs and dosage
forms; and

{c) the etiologys characteristicse and therapeutics of
the disease state.

{5) *"Department™ means the department of prafessional

—-—-
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and occupational licensing provided for in Title 2, chapter
15y part 1&.

{6) {a) "Dbrug™ means:

{i) articles recognized in the official United States
Pharmacopoeiav—offieiat-—Homeopathie-—Plharmacopoeta-~of-—the
United--—Statesy-—ar-—offieiatl National Formularyy or a
supplement to them;

(i) articles intended for wuse in diagnasises curey
mitigations <treatmenty or prevention of disease in Mman or
cther animals;

{¥it) articles {other than food) intended to affect the
structure or function of the boady of wan or other animalseg
and

{iv) articles lintepded for use as a component of an
article specified in subsection (i)s {ii)r cr {iii)e

{b) *“Oruc® does not include devices or their
componentsy partsey or accessories. ‘

(7} ™Intera™ means a natural person licensed by the
department to prepares compounds dispensey and sell drugsse
medicinesy chemicalsy and poisons +#n-a-pharmeey—hoving-a
phermaciayt-ra-ekarqge upder the supzryision of _a_ _regisiersd
and licensed pharmaciste

(B) "Medicine” means a remedial agent which has the
preperty of CUfi;Qv preventings treatinge or mitigyating

diseases or which is used for this purpose.
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(3} "Person® includes an individualy partnershipy
corporations or associatione

(10} "Pharmacist™ means a natural person lJicensed by
the department to prepares Compounds dispensey and sell
druysy medicinesy chemicalsy and poisons and who may affix
to his name the term "R.Ph."

{11} "Pharmacy™ means o——-dregatere-—-or——other an
established place reqgistered by the department of
profassional and occupational licensings in which
prescriptionsy druds requiring. _a _prescrintione medicinesy
chemicalsy and poisons are compounded, dispensedy vendeds or
s0ld et-vetatt.

(12} "foison™ weans a substance whichs when introduced
into the systems either directly or by absorptions produces
violents wmorbidy or fatal changes ar which destroys living
tissue with which it comes in contacte

{13) “Prescription” means an order given individually
for the person for whom prescribeds directly from the
prescriber to the furnisher or indirectly to the furnishers
by means of an order signed by th2 prescriber and bearing
the name and address ‘¢f the grescribers his license
classificaticns the nare of the pati2nty the name ana the
quantity of the drug or drugs prescribeds the directions for
us2 and the date of its issues These stipulations apply to

hotir written and telephoned prescriptionss

- QIB T/8
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(14) "Wholesale™ means a sale for the purpase of
resale."

Section 4. Section 37-7-201y MCAy is amended to read:

*37-7-2Gls dOrganization -- powers and dutiese. {1} The
board shall meet at 1least once 3 year to transact its
businesss The board shall annually celect from its members a
presidents vice-presidents and secratarye

{2) The board shall:

(a) regulate +the practice of pharmacy in this state
subject to this chapteri

{b} determine the minimum c¢quioment necessary in and
for a pharmacy and-drug-store;

(c} regulatesy wunder therapeutic classificationsy the
sale of drugse mediciness chemicalsr and poisons and their
Tabeling}

(d} requlate the quality of drugs and umedicines
dispensed in this states using the United States
Pharmacopoeia eand-—-they National Formulary or revisions
thereof as the standards;

{e) request the department to enter and jnspects at
reasonable timess places where drugss medicinesy Chemicals,
or polsons are solds vendeds given aways campoundedsy
dispenseds or manufactureds It is a misdemeanor for a person
to refuse to permit or otherwise prevent the department from

entering these places and making an inspections
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(f}) regulate the practice of interns under national
standards;

{q) make rules for the conduct of its business;

(h} oerform other duties and exercise other powers as
this chapter requiress

(i) adopt and authorize the department to publish
rules for carrying cut and enforcing parts ¥ through 3 of
this chaptere

(3) The department shall:

{(a) licenses registery and examines subject to
37-1-10ly applicants whom the board considers qualified
under this chapter;

{b)} 1ticense pharmacies and certain stores under this
chapter; and

{c) issue certificates of "certified pharmacy under
this chaptere®

Section 5« Section 3T7-7T-301ls MCAy is amended to reads

"37~-7-30le Sale of drugs or medicines unlawful except
as providede (1) It is unlawful for any person to compounds
dispensesy vendy or sell at retail drugse madiciness
chemicalse or poisons in any place other than a pharmacys
except as hereinafter provided.

(2) It is uniawful! for any proprietores owners or
manager of a pharmacy or any other person to permit the

campounding or dispensing of prescriptions or the vending or

-



10
11
12
13
14
15

1s

22
23

2%

LC 0z281/01

selling at retail of drugss mediciness chemicalss or pcisons
in any pharmacy except by a registersed and Ticensed
pharmacist or by an intern in-the-tsmporery-shsence-of--such
sherwaetst rogistersd and licensed by the depariwmsnts _upder
the supervision.of A registered_apd licepsed pbarmacisie

(3) It is unlawful for any person to assume or pretend
to the title of pharmacist or intern unless sﬁch person has
a license as suchy issued and in force pursuant to parts 1
through 3 of this chapters

(4) It is wupnlawful far any person other +than a
licensed and registered pharmacist or a licensea and
registered intern under _the sypervision of a.ligensed and
reglsiered. phargacist to compounds dispenses vends or sell
at  retail drugsy medicinesy chemicalss or poisons except as
provided in parts 1 through 3.%

Section 6. Section 37-7-302s MCAs is amended to read:

®37-7-302. Examination -- qualifications -- fees ——
reciprocitys {1) The department shall give reascnable notice
of examinations by mail to known applicants. The department
shall record the names of persons zxaminedy together with
the ¢rounds on which the right of each to examination was
claimedy and also the names of persons registared by
z2xamination or otherwises

{2} The fee for an examination shzll =z se2t by the

toard at a figure commensurats with costsy which fes way in
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the discretion of the board be returned to applicants not
taking the examinations On again making payment of the fees
an applicant who fails is entitled to take the next
succeeding examination free of charges

133-—Fhe——fee—-for-registroation-by-reciprocity-+3s-$296«

t4¥(3) To be entitled to examination as a pharmacists
the applicant shall be a citizen of the United States, of
good moral charactery and a graduate of the school of
pharmacy of the university of Montana or of a college or
school of pharmacy reeeanmized-and-approved accredited by or
o-member-of the American asseciation—of-colleges—-ecf—-pharmacy
council _on pparmaceutical sducations but the applicant may
not receive a registered pharmacist®s license until he has
complied with the internship requirements established by the
boards Buring--this-periody—if-the-spplticant—has-passed-the
axaptnationy—he—shati-be-}icensed-as—an-intern-oniys

1+5¥44) The board may in its discretion authorize the
department to grant registration without examinotion to a
pharsacist licensed by a board cf pharmacy or 2 similar
board of another state which accords similar recognition to
licensees of this state if the reguirements for registration
in the other state &arey in the opinion of the boardy
equivalent to the reguirements of this chapter. Ihe fee for
Lagistration by reciprocity is $200a

$6¥15) Every person licensad and registered under this

RN SAR Y
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chapter shall recelve from the departrent an appropriate
certificate attesting the facty which shall be conspicucusly
displayed at all times in his place of business. Ff—the
Hotder—is—entitied—to-nonage—or-conduet—a-pharmaey-—in—~thts
state-Ffar—himself-ar-anothery—the-fnet—sheli-pe-ses-forth-in
the-cereificatey™

Section Te Section 37-7-3034 MCAy is amended to read:

®37-7-303. Annual renewal feea (1) A person licensed
and ~ registered by the departsment shall annually pay to the
department before June 30 a renewal of registration fee of
$15« A default in the payment of a renswal fee for-a-peried
of-30-days after the date it is due Increases the renewal
fee to $30e It is unlawful for a person who refuses or fails
to pay the renewal fee to practice pharmacy in this statee A
certificate and renewal expires at the time prescribeds not
later than 1 year from its dates A defaulter in & renewal
fee may be reinstated within 1 year of the default without
examination on paymenmt of the arrears and compliance with
the continuing education provisions of this chaptere.

{2) The board may charge an additional fee of up to
510 for such license renewal to be used in administering the
continuing educastion provisions of this chaptera®

Section 8. Section 37-7-31le MCAs i5s amended to read:

n37~-7-311l. Revacation of license issued to pharmacist

or interns The board shalt reyokey——temporaridy———or
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permanentdyy licenses issued by the department to 4
pharracist or intern whenever the holder of the licenses

(L} has ottained it by false representations or fraud;

{2) is an habitual drunkardg or addicted itoc the use of
narcotic drugs;

(3) bhas been convicted of a felony;

{4) has been convicted of viclating the pharmacy law;
or

{5) has been found by the board Juilty of incompetency
in the preparation of prescriptions or gquilty eo¢f gross
tmmoraltity affecting the discharge of his duties as a
pharmacist or intern."

Saction 9« Section 3T-7-321y MCAs Is amended to read:

"37-7-321. Store license —-- certified pharmacy license
~= suspension or revocatione {1) The department shally on
appltication on forms prescribed by the board and on the
payment of an annuel fee of $10, license stores other than
pharmacies in which are sSold ordinary household or medicinal
drugs prepared in sealed packages or bottles by E]
manufacturer qualified under the lTaws of the state in which
the manufacturer residess The name and address of the
manufacturer shall appear conspicuously on each package sold
by the 1licensees It is unlawful for a store ta sells
delivers of give away household medicinal drugs without

first having secured a license and thereafter keeping it in



13

11

12

13

14

15

18

17

18

19

20

21

22

23

24

25

LC 0281701

force by proper renaewal. Fhis-subsection-does—not-preyeme——a
vendor—-from-seiting-a-patent-or-proprietary-medieine-in—the
originat-peackage-when-plointy-tebeted-or-nonmedical-artietes
vansity-setd-by-vendorss

(2) The board shall provide for the original
certification and annual renewal by the department of every
pharmacy doing business in this states 0On presentation of
evidence satisfactory to the board and on application on @&
farm prescribed by the board and on the payment of an
original certification fee of $10Cy tne department shall
issue a license to @ pharmocy as a certified pharmacye
Howevere the 1license may be aranted only to pharmacies
operated by registered pharmacists eorf-—-pagisteared-—interns
qualified wunder this chapter. The annual renewal fee for a
pharmacy shall be set by the board In an 3mount not to
exceed $50. Any default in the payment of such renewal fee
for-a-seriod-of-36-days after the date the same is due ghal1
increase the renewal fee to the sum of $10Gs The license
must be displayed in a conspicuous pltace in the pharmacy for
which it is issuea and expires on June 30 following the date
of issues It is uniawful for a person to conduct a3 pharmacys
usz the word "pharmacy® to identify his business, or use the
word %pharmacy™ in  advertising unless a license has besn
issued and is in 2ffects

(3) Tie poard may suspendy revokey or refuse to renew
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a store or pharmacy license:

(a) obtained by false representation or fraud;

{b) when the pharmacy for which the license is issued
is kept open for the transaction of business without a
pharmacist in charge;

(c} when the person to whom the license is granted has
been convicted of:

(i} a wviclation of parts 1 through 3 of this chapter;

(ii) a felony; or

{iii) 2 viclation of the Federal Foads 0Orugy and
Cosmatic Act of-dune-25¢y-31938y (52-5tatas—1846-through—-1859
Title 2ls chapter 9. United Staies Code)s;

{d)} when the person to whom the license is aqranted s
a natural persocon whose pharmacist or-intern license has been
revoked; or

{=2) when the stere or pharmacy is conducted in
violation of parts 1 through 3 of this chapters

{4) Before a license can be revokedy the holder is
entitled to a hearing by the board."

Section 10. Section 37-7-40Ls MCAs is amended to read:

n37-7-401l. Restrictions upon sale or prescription of
opiates -~ coding prohitited —— refilling prescriptionses (1}
It shall be unlawful for any physician to sell or give to or
prescribe for any person any opiumy merphines

alkaloid—-cocainesy or alpha or beta eucaine or cadeine or

~ SB 9/8
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heroin eor any derivatives mixtures cr preparation of any of
thems except to a patient believed in good faith to recuire
the same for medical use and in quantities proportioned to
the needs of such patientss

{2) A prescription must be so written that it can be
compounded by any registered pharmaciste. The coding of any
prescription is 3 violation of this sections

{3) A prescription marked "non repetatur™s "non repWs
or "HNeR«" cannot be refillede A prescription marked to be
rafilled by a specified amount may be filled by any
registered pharmacist the number of times warked on the
prescriptions A prescription not bearing any }iwmitetien—of
refill jnstructions may pot be refilled eat—widd-—-during--the
time-—speeified without first obtaining permission from Lthe
prescribecs A.prescription.may not  he. refilled  for _more
thap_ 1. _year from _the _date it Wos originally filleds A
prescripiion may nof be refilled wbhen a refill. ls prohibited
by federal or state lawes No narcotic prescription may be
refilled.”

Section 11« Section 37-7-502y MCAy is 2mended to read:

»37-7-502« Definitionss As wused in this parte the
following definitions apply:

{l) "Biocavailability™ means the extent and rate of
absorption from a dosage forg as reflected by the

time—concentration curve of the administered drug in the
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systemic circulatione

{2) ™Bicvequivalent® means a chemical equivalant whichy
when administeéred to the same individual in the same dosage
regimens will result in comparable piocavailability.

{3) ™"Brand namne"™ wmeans the proprietary or the

registered trademark name given to a drug product by its

manufacturersy labelery or distributor and placed upon the

drugs its containers 1labelsy or wrapping at the time of
packaginge

{4) "Chemical equivalent® means drug products that
contain the same amounts of the same therapeutically active
ingradients in the same dosage forms and that meet present
compandlium standardse.

{5} ®™Orug product®” means a dosage form containiny one
or more active therapeutic ingredients along with other
substances included during the manufacturing processe

{6) "Genperic name™ means the chemical or established
name of a drug product or drug ingredient published in the
Tategst edition of the official United States Pharmacopoeia
or——offiteiat—-Homeopathic--Pharsacopoeiar—of~~—the--—tnited
Stetes/hatignal formularye

{T) "Person™ wmeans an individuals firmes partnerships
associationy corporations or any other entitys whether
organized for profit or nota

(B) "Prescriber®™ means a practiticner licensed under
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the professional laws of the state to administer medicine
and drugse

{?) "Present compendium standard® means the offlcial
standard for drug excipients and drug products Tisted in the
latest revision of the United States Pharmacopoesia and--the/
National Feormularys

(10) "Product selection®™ means to dispense without the
prascriber's express authorization a different drug product
in place of the drug product prescribeds

(11) "Therapeutically equivalent® means those chemical
equivatents whichy when administered in the same dosage
regimens wWill provide essentially the same therapeutic
effect as wmeasured by the control of a symptom or a disease
and/or toxicitye"

Section 12« Coordination with ___Bill___ fLL 1288]. If
— Bill___ f(LC 1238B] introduced in the 47th Legislature is
passed and approved that portion of Section 6. or any other
section of this bBille that smends 37-7-3024 MLaAs to provide
for a8 fee for registration by reciprocity is void and of no
effect.

-End-
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SENATE BILL WO. %18
INTRODUCED BY DUCHSMER. ZABROCKI
BY REQUEST DF THE OEPARTNENT OF PROFESSIONAL AND

- DCCUPATIOMAL LICENSING

A BILL FOR AN ACY: ENTITLED: - AN ACT TO REVISE AND CULARIFY
THE LAW CREATING THE BOARD OF PHARMACISTS AND THE LANWS
ADMINISTERED BY THE BOARD OF PHARMACISTS: AMENDING SECTIONS
2-5§5-1609¢ 37-2-10le 3T-7T-1G1s 37-T-201y IT=7-30L THROUGH
37-7-303y 3T-Tw3ls IT~T-321¢ AT-T-40Ls> AND FT7T-T-5029 MCAL®

BE IT ENACTED 8Y TME LEGISUATURE 'OF ‘THE STATE OF MONTANAS
Section l. Section 2-15-1609%s MCAe is amended to read:
*2.15-1609. Board of pharmacists. {1} There is a board

of pharmacistse

(2} Tha board consists of three msembers appointed by -

the governore.  The governer stall appoint the mewbers from a
list submitted annually by the Montana state pharmaceutical
associations The 1Ulist shall . contain the names of five
quatified persons for each appointment. Each member shall be
3 graduate of the college of pharmacy of the university of
Montana or of a collage or school of pharmacy recegnized—ond

approved accredijted by or-—-a--member-~eof  the Awmerican

arsceiotion———of-—cokleges-——of—pherwecy cguncil :_ on -

pharmaceutical _aducations Each member shall have at Ieast 5
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consecutive years of practica) experience as ' a pharsacist

ismgdiatiely before his appointment. Howsvery-one-—ssmbsr-moy -

whoes during his ters' of offjcey ceases  to be tively .
engaged ia the practice of pharmacy io this states shall be -
avtomatically disqual ified Ffrom membarship on the board.

{3) Each member shallk serve for ‘a term of 3 yearse. A
meaber shall be removed from office by the governor on proof
of malfeasance or misfeasance in offices after - reasonable
notice of charges against him and after a hearinge

(4) The board is allocated to the department for
administrative purposes only as prescribed in 2-1%-L1F1."

Section 2. Section 37-2-10%y MCAy is amended to read:

#37-2~101. Definitions. As - used : in. this - parte the
following definitions apply:

{1} "Medical practitiomer® mearns any  person icensed
by the state of Hontana to engage in the practice of
madicines dentistrys bsieopathyo or: chiropody (poadiatry) and -
in such practice to administer or prescribe drugse

{2) "Drug™ means any article:

{a} recognized in - the official United States
Pharmacopoei ay——the——of ficiats National Formularyy ‘or :in any
supplemsent to such phdrmacopoeis orf Torsulary;

{b) intended - for wuse in - the diagnosisy cures

-2- 3B 418
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mitigations treatments or prevention of disease in man;
“{€)  intended to  affect the structure eor any Function
of the body of mam;
{d) : intendad for use as a caomponent of any article
deascr ibed io subsection [a)e th)y or () of this subvection

{2)s but such tewm does net irclude any device or any

componants of a device.
' §3) *“Davice" ®eans any @ instruments 3apparatusey or
contrivance intended:
(a) for wuse in- the Jdiagnosises Curas mitigatioay
treateents or prevention of diseass in manj
(by  to affect the structirs or ‘any funaction of the
body of wmane
1%} *"Pharmacy™ meens an ofPitnephoreys-—dtdgst orey

or-other “gstablishment which engages in the s3als of drugs et -

{5) “Community pharmacy®s when used in relation to a
madical practitionery means 2 pharmacy  situated within 10
miles cof any place at  which such wmedical practitioner
m3intains an offiée for professional practice.

sl *0rug. cdapany?™ uReans 3Ry persun engaged in  the
mamufacturings processings packigings or distritution of
drugs; but such term does pot include a pharmacy.

{7} “Person” means any individual and any parétnerships

firmy corporations assocCiationy or other dusiness esntitye.
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{8} "State™ weans the state of Montana or any
political subdivigion thereof."

Section 3. Section 3I7-T-101s MCAe i5 amended to read:

“37-1-101. Definitions. Unless . the context reguires
othervises in parts 1 through 3 of  this chapter the
following definitions apply:

{1) T“Board™ mweans the board of - pharmacists provided
for in 2-15-160%.

{2) “Chewical™ »ans medicinal or . industrial
subs tancesy whether simpley compounds Or obtained through
the process of the science and art of chemistryes whether of
orgenic or inorganic origin.

{3} “Commercial purposes® means the ordinary purposes
of trades agriculfures industrys and .commerces exclusive of
the practices of medicine and pharsacy.

(%) ®“Continving educatian™ maans professiomal -
pharmaceutical ‘postgraduate education in tha Following
areass

(a)  the sociceconomic and ° lega)l -aspects of . health
care;

" {b)  the properties and actions of drugs and dosage
forms; and -

{c) -~ the etiology, characteristicsy and therapeutics of
the diswase statee

£5).  “Department™ weans the departm@ot of - praféessiomal

o SB 418
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‘and . ocoupat fowal -Vicehsing provided: for in Title 2 chapter
15s part l6e.

(&) (ay "Drug” weanss

(i)’ artictes recogniZed 4n the officisl (kited States
Phar sacopoe i ar——efficind~—Houdopathic - Pherascopeeta-—of-sthe
Hnitted——Statesy~~ar——officird/  National Forsularyy or a
supplement to them;

{11} articles - iatended  for . use  in: diagnosise cures
witigations tredteents or prevantion of disedse in msem or
other aniwmals;

tiii) articlias {other than feod) intended to affect the
structure or  function of the body of man or other Bnimalsg
and

(iv) articles intended for use as a componanmt of  an
article specifivd in subsection :{i}y {id)s or ({id)e "

{b} “Drug*™ does not: - incFude devices « or ¢ their
componentss partss ‘Of BCCLSSOV it B

(7] “Intern® means a natural person - Ticensed - by ° the
departmant - to - preparey compownd; dispense ‘and-sell :drugsy
wmeditines,s chemicalse and poisons in--a——phirneey——tisring—a
phermscist—in-—chorge under the supervision of a reqisteved
end_Jicensed pharmacists

{B8)  "Medicine™ means & remedial :agent which has the
property of curingy preventings treatings or sitigating

diseases or which is used foar this purposes

- $B 418
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{9¥ TPerson™ includes an individuale partherships
corparationy or associations

(10) "Pharmacist™ " means o natural person ‘Tictensed by
the department to preparey compound: dispensey and sell
drugs, wedicinese chemicalss and poisons and whe may affix
to his name the term “R.Pha

{11} “Pharaacy® means e-<-drogytnre-——pr~——otiver = aa
established plece registered by  the department of -
professional and - occupational - licemsings - in wiriich
prescriptionse drugs reguiring 3 prescriptions medicinesy
chemicalkss and poisons are compoundeds dispenseds vendeds or -
sold at—eceteits

(12} "Poison™ means & substance whichy when  introduced
into the systems either directly an by absorptiaons produces
violents MOTDidy or fata¥ changes or which desiroys  living
vissue ul’,tﬁ which it comes in contacte

{13) *Prescription™ means an order given individoally
for the person - fort whom prescribeds directiy from the
presceiber  to the furnishdr or indirectly to the furnishers
by means of an order signed by the . prescriber and bearing
the name and -address of - the prescribery his - ¥{cense
classifications the rname of the patients the pame and: the
quantity of the drug or drugs praescribeds the directions for
use and the date of its issue. These stipulations apply to

both written and telephoned prescriptionss

= : SB %18
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11%) "¥holesale™ " means a° sale for  the purpose of

TES3le."

Section 4. Section  3T-T~#0l¢ MCA+ is amended to read:

*3T-T-201« Organization — powers and duties. (1)  The

board shall sest at least onte & yabsr Lo trangact 4its
busimess. The board shall :amualtly elact from its members a
presidents ‘vice-presidents and stcratary.
{2y  The board shall: -
(a) regulate the practice of gharsacy - in this state
svbject to this' chapters

{b) - detarmine the sinisue equipsent necessary in and

- For :a pharsacy end-dryg—stores

T {€} rweguliater under - tharapeutic classiflications the

sale of drugses mediciness chemicalss and poisons and: their

‘Vabeling;
{d} - regulate the " quality of drugs and medicines’

dispensed i this states  using the United States
Phareacopoela - snd-—~thes National Forsulaery or  revisions
thereof as the Standardsi

oo (@} rvequest:; the departwent ‘to enter snd inspecty at
repppnaple timmmenpdaces “iere drugss mediciness chemicalss
or poisons are solds wvendady, vgivan .auays Ccompoundeds:
dispenseds or manufactureds It is a misdeseawor for a person
to refuse te persit or otherwise prevant the department from

emtering these places and making an inspection.

-T= SB 418
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(F} regulate the practice of interns under . Aational
standards;
{g) make vules for the conduct of its business:

{h} perform other duties ang exercise other powers as

‘this chapter reqQuires;

(i)  adopt and authorize the ' departwent to- publish
rules ' fur carrying .out and enforcing parts 1 through 3 of
this chapters

{3) The deparuvment shald:

iAY  licenses - TEgistery and  exawines avbject +o
37-1=10)y applicants whom the hoard considers gualified
under this chapters

(b} Vicense phirmecies and certain stores under this
chapter] and

{c} dssue certifijcates of "certified pharmacy" under *
this chapter.™

Sectioh ‘3. Section 371301y MLA, is amended to ' read?

*37-7-30k. Sale of drugs or medicines unlarfel except :
as provideds. {1} It i unlawfuel For any pevson tO0 COMpOUNds
dispenses

vends ©Or Selt? at reatail! drugsy mediciness

ctesfcalsy or poisons in any place vthar: than 3 pharmecys

except as hereinasfter provided.

2y It is unlawful Ffor amy proprietors owners or
manager of a pharmacy or any other person to permit the

compounding or dispensing of prescriptions or the vending or

-8 SB 418
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selling at rdtail :of drages sedicines.s chewmicatss or poisons
in - any  phurmacy except Dy & registered and |icensed
pharnacist or by an i ntern n-the-tesporoery-abaewer—of——aweh

13)  Itis unlawful for ‘any person: to assume pr pratend

to the title of pharmacist or intern untess spch person has

a  license as suchy issued and in force pursvant ta pavris 1 -

through 3 of this chapter.
(4} It i unlaniful - for any person - other than: a

Y icensed and  registered pharmacist or 3 Vicensed and

registered iatern under.

ter g ELSE - to compouwnity disponses wemds Or selk

at retail drasgse madicimesy chemicaltsy o poiksons except as
provided iw.ports L through 3."

Sectioh . Section 37~P-30Zs+ MCAs iS5 amended to read:

“31-T~302« ' Examination — qualifications ' -- fees  —
reciprocity. (1) The departwment shall give reasonable notice
of exawinations by wmail to known spplicants. The department
shall record the names of persons exawineds together with
the grounds on which the right of each to examinstion was
claimeds and also the names of . persons . registered by
examination ‘or otherwise.

{2) The fee for an examination shalt be sext by the

board at a figure commemsurate with costse which fee may : in

-9= SB: 418
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the discretion of the beard be returned to applicants not’
taking the examination. On again making payment of the Feae
an applicant who fails is emitled to talke the next
succeeding examination free of charge.

‘¢4 (3]} Ta be entitled to examination s a pharmacisty
the applicant shall be a citizen of the United Statess of
good - moral  characters and & graduate of @ the schoal of
phaymacy of the university of Montang or of a college or
schowl : of pharsacy recoynived-snd-approved a0cr sdited by or
s-seabwr+of the Americarl easociation—of-collagey—ef-ghormecy

‘council o phireeceutical educatjoni but the applicent say

not receive a registered :phat-ac'i-st'-s Ticense until he has
complied with the internship requirdsents established by the

. axaninationy-he —ashedP-he-F-frornmedanr-an —Tewer Aoty

5%{%) The board: may in its discretion awthorize the
department to grant registration without exsmination to a
pharmacist Jicensed by a board of pharmacy or 2 siwilar
board of another state which accords similar récognition to
licensees of this: state if the requiresents for ‘registration
in the other state arey in the opimion of the boards
equivalent to the requirements of this chapter. Yne fee for
reqgistratjon by reciprocjity is $200.

+6¥ {3} ' Every person licensed and registered under this

—-10~ _ 5B %18 -
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chapter shall - recwive from - the department an appropr iate

certificate attesting the factes which shall be cowspicuvouslty

displayed at -al'k times in his place  of businesse. ' F——the
atetw—For-Rinsetf-or-anettmedt-tihe-Esct-ahnl }-he- soe—Fovehin
the-cartifiteten™
Sectioh 7. Section 37-F303y M(As iy asended to read:
*37~7-303« Armmal - renesnal fess (1) A person Jicensed
and registered by the department shall annually pay to the
department before June 30 a renewal of ragistration fue of

$15« A deFault 4n the payment of & ronaewdl fee fer-o-—paried

- of-—~39——deys - after the date it is dur |ACreasts the renewal

fee to $30. It is wnlawful -for 3 person who refuses or fails
to pay the renewal fee to practice pharmacy In this states A
certificate and repewal ‘expires at the tiee prescribedgs not

latar than - 1  year from its date. A defaulteriin a renewal

fee may be reinstated within 1 year of .the defauly ' without

examimation. on  payesent  of the arriéars and cospl famoce with
the continuing education provisions of this chapters
w ¢+ &2} The board may charge an additiona¥ fee of up to
s14 fansuciiliscense renewal to be used in administering the
comtinuing education provisions of this chapter.®
Section 8. Section 37-T-311le MCAy is5 amended to read:
*37~-7-311. Revocation of license issved to pharmacist

or interns The board shal? revokey——temporimihy—er

=11~ SB 418

(L I "

=~

&)
ik
iz

1¥

14

15
i6
1?
18
1?
20
21
22
23
z4
2%

58 04l®

paragnenttyy © 1écenses ' issued - by - the department to a
pharmacist or dntern whenever the holder of the jcense:

{1} has obtained it by false representations or fraud;

{2) s an habitual drunkard or addicted to the use of
narcotic drugsi

{31 has been convicted of & felony;

{%) - has been convicted of: violating the pharmacy  lawi

{5} bas been found by the board gquilty of incompetency
in the preparation of - pewscriptions or. guilty of gross
immorality affecting the discharge of his' doties as a
pharmacist or fnterns®

Sectioh ‘9. * Section 3A7T-7-321+ MCAy i3 amended tO reads

»37-T-321e Store licenss —— certified pharmacy license
~- suspension or revocations (1) The department shalls on
application on forms prescribed by the board and an the
payment of an annual fee of 310+ likense Stores other than
pharmacies in which are sold ordindry household o medicinal -
drugs prepared in - seafed packages ' or bettles by &
manufacturer qualtified under the laws of thw state in . which
the sanufachurer residese The nase and JIddress of the
manufacturer shaltl appesr conspicucwsly on eech packages sohd
by the Jicensees It is unbawful for a store to . sells
delivers or give away household wedicinal drugs without

first having secured 3 license and theréafrer keaping it i~

e 58 418
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force By proper ‘renswd] TR Ralis s Uhon ol Y- ot —pricibat -x
- yendoe-Fron-sehlEg-u-petent-or-preprictery-nadicine—in--the

wstrert dy-9inid ~by—yendorrsy
{2)  The board shall" provide  for: the origina¥l
certification and annual renewal hy the department of - every
pharmacy = doing business in this state. On presentatios of
evidence satisfactory to the board 3ud on application an a
- form prescribad - by the bosrd -and on the paymant of an
originat certification fee of 3100+ the departmemt shall
issue a license to a pharmacy as 3 certified pharmacy.
Howevary the license may be granted only to pharmacies
operated by registered pharmecists er-registervd—interns
gualified under this chapters The annua) renewal) fee for a
pharmacy shall be set by . tha beard in an amount not to
exceed $50. Any default -in the paywent of such renewal Ffee
for-o-peyiod—-of-30-doys after the date the same is due shalblk
- increase the " renewal - fae to the sum of 5100+ The litense
must be displayed 4in 3 conspicudes place in the pharmacy for
which it is iSsuved and expires on June 30 following the date
of issue. It is unlawful for a person to conduct a pharmacys
use the word "pharmacy™ to identify his businessy or use the
word "pharsacy® 'in advertising unlaess a  licerise has been

issued and is in effect.

{31 The board wmay suspends revokes or refuse to renew

. =13~ SB 4138
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a store or pharmacy ticense:

(a) obrained by Ffalee represensatiow or fesid;

(b) whem the pharmacy for uWhich the' litense i5 issued
is Nkept open for: the trensaction  of business without a3
pharmacist ig charge;

f€) when the person 1o whos the lLicense is granted has
been convicted of: -

i)} a wviolation of parts 1 through 3 oF this chaptery

{ii) & Felony: or

fiii) a violation of . the Federal :r Foode TDruge and
Cosmetic Act of-hme-25y~1930 (S2-Stetev-i0wl-thwotgh—+105%
Tixle Z1g ch ates Code);

{d) wiven the persos-to whom the license is granted is

g %

3 natural person whose pharmacist or—~interw 4 icense has been
revoked; or

(e) when the: Sstore or pharmacy 15 conducted in
violatien of parts I through 3 of this chapters

(4) Beforeé a license can be revokede the holdar ‘is
entitled to a hearing by the board«™

Section 10. Section 37-7-%01y MCAs is amended to read:

"37-7-401. Restrictions upon sale or proscription of
opistes — coding prohibited —— refilling prescriptions. (1)
It shal) be unlawful for any physician ts sell ror give to or
prescribe for any person any opiums morph ines

atkaVoid-cocaines or alpha or Detd eucaing ob * codeine . or

! & ol 3B 418
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heroin ~or any dervivativer mixtures: or preparstion of .any of
thems except to a patient believed in goad Faith to require
the same for medical use and io quantities proportioned to
the needs of such patients.

{2) & prescription sust be $o writbten that it cen be
compounded - by  amy registered phermaciste The coding of any
prescription is a violation of this section.

{3) A prescription marked “Ron repetatur<. "non - rep%s
or "NeRa™  camnot - be vefilleds A prescription marked to be
refilled by a spucified asount wmay be  fitied by wny
registered pharsacist the . nunber of . times warked on the

prescriptions A prescription sot bearing any  Fisbtation—sof

refilh » instructions - way ngt bDe: ref illed et-wirFiduidnig e

than ¥ 3 year fvow wfie dave it was - orjgingdiy, Filled, A
DrREr i bov -ney- ot e et FINGd whiet- - e ) - Ppr o b bed

refitled.™

T Sexeion lls Section IT-502+ MLAy: i S ‘asended Lo read:

il ., WIVHT3028« Defiwitionts As usaed  in this parts the
- fotlowing definitions apply?

(1) “Biocavailability™ meant the extent and rate of
ahsorption from a dosage form as reflected by the

time—concentration cuwve of the administered drug in the

-15- SB 41&
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systemic cirdulation.

(2} “Bioequivaleat" means a chemical equivalent whiche
when administered to the same individual in the same dosage
regimensy will result in comparable biocavailabidity.

{3} “Brand name™ means the proprietary or  the
registered trademark name given to & drug product by jts
manufacturery Jlabelery or distributor and placed upaon the
druge its containers labels or wrapping at the time of .
packagings

(%) "Chemical equivalent™  mseans drug  prodects ‘that
cortain the same asounts of the same. therapeutically active
ingredients in. the same dJosage forms amd that mseet present
compendi um standards.

(5) "Orug product™ means 3 dovage form containing ome
or more active therapeutic ingredients along —ulih other :
substances included during the manufacturing processs

{6} "“Generic name™ means the chemical or estabbished -

name - of a drug product or drug ingredient published in the

- 1atest edition of the official ‘United States Pharmacopoeia

{7y *Person™ means an individuals firme partanershipe.
associatioar corporatinny or any other entityy whether
organized for profit or nots

(8) "Frescriber®™ mcans a3 practiticesr Yigensed under

- Y- 5B &is
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the professional - laws of the state to administer aedicine
and 'drugke

{9} “Present compendium standard"® means the official
standard for drug excipients and drug products tisted -in the
Tatest - revision of the United States Pharsacoposia and-thes
National Formularys

(10) "Product selection™ means to dispense without the
prescriber*s express authorization a differant drug product
‘i place of -the drug product prescribeds

{11 ) “Therapeutically equivalent™ means those chemjcal
equiralents  whiches wheo admivistered in the same dosage
vegimens &i¥l peovide essemially the same therapeutic
effect 3% measured by the control of a symptom or a disease
and/or toxicity."

Section 12. .Coordination with __ Bill___ [LC 12B8]. If
__Bill___ [LC 1288] 'introduced in the 4Tth Legislature is
passed and approved that portiom of ‘Section 6y or any other
section of this billy that amends 37-7-302y MCAs to provide
for a fee for registration by retiprocity is void and of no
effecte

_EM_

-17- SB %418



%Tth Ltegislature S8 018
1 SEMATE BILL NO. %18

2 INTRODUCED BY DCHSMER. ZABRBLK]

3 8Y REQUEST OF THE DEPARTMENT OF PROFESSIDNAL 'AND

4 DCCUPATIONAL LICENSING

5

& A BILL FOR AN ALY ENTITLEG? - "AN ALT TO REVISE AND CULARIFY
T THE  LAW CREATING THE BOARD OF PHARMALISTS AND THE LANWS
8 ADMINISTERED BY THE BOARD OF PHARMACISTS; AMENDING SECTIONS
9 2-15-1609s 37-2—-101s 37-7-101s 37-1-201y 3I7-7-301 THROUGH
10 37-7-3034 3T-T=311s IT-7-321e 37-7-401¢’ AND IT-T-502¢ MCA."®
1l

12 BE IT ENACTED BY THE LEGISLATURE OF THE STATE DF MONTANA:

13 Section le Section 2-15-1609y MCAs is amendsd to read:
L& *2-15-1609. Board of pharmacistse {1} There is & board
15 of pharmacistse )

16 {2) The board consists of thrae mesbers appoinved by
7 the gavernore. The governar shall appoint the members from a
18 Tist submitted annually by the Montana state pharmaceutical
19 associations The list shall contain the names of five
20 gualified persons fFor each appoirntments Each member shall be
2k a graduate of the college of pharmacy of the university of
22 Montana or of a college or school of pharmacy recognized-end
23 approved accredited by eor-—a--member-~of @ tha Amerjican
2% aTsoetation——of-—callages-——of — pherwacy cguncil . on
25 pharmaceutical ' education. Each member shall have at Teast S
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consecutive years of practical experisnce as ' a pharmacist
isvediately before Wis appointment. Hewevery-one-nesber-ney
be-o-registered-phornecrst—of—15-years*~practicat—experivnce
snd—actuelly-enqaged—in—the—proctice—ob-phirmecys A member
whos during his term of officasr ceases to be stively
engaged in the practice of pharmacy is this states shall be
avtomatically disqual ifiad from membership on the boarde.

{3) Each member shall serve for a term of 3 yearss A
member shall be removed from office by the governor on proof
of matfeasance or misfeasance in offices after reasonable
notice of charges against him and after a hearinge.

{#) The board is allocated to the department for:
administraotive purposes only as prescribed in 2-15-121."

Section 2. Section 37-2=101s MCAy i5 amended o raad::

*37-2-10Lk. Definitionse AS - uSed : in- this parte the
following definitions apply:

{1) "Medical practitioner™ means any person ticensed
by the state of Montana to engage in: the practice of
medicines dentistrys osteopathys or chiropody {podiatry) and
in such practice to administer or prescribe drugse

{2)  "Drug® means any article:

{a} recognized in - the' officiat unj ted States
Pharmacopoei av——the--affieiaty National Formutacryr ‘or :in any
supplement to such pharmacopoeia orf Formulary;

(b) intended - for wse  in -  the diagnosisy ' cCures

-2= 58 %18
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mitigatioms treatdents or prevention of disease in man;

{C} intended to affect the structure or any function
of the body of man;

{d) " intended for use as a component of any article

described  in subsection (a)s (b)e or {¢) of this subsection

‘(2}» but such term does net imclude any device or any

components of a device.
" {3) "Device" means  any instruments apparatuss or
contrivance intended:
{a) for use in the diagnosiss cures mitigation,s
treatments or prevention of disease in man;
{b} to affect the structure or ‘any function of the
body of mane

(%} “Pharmacy” means an officey-—-phermgeyy——drugstorey

or-other establ)ishment which engages in the sale of drugs et -

reeaid reguiring 3 _prescription.

(5) "Community pharmacy®™s when used in relation to a
medical practitionery means a pharmacy situated within 10
miles of any place at which such medical practitioner
maincdins an office for professional practicee

(6)  *"Orug company¥ means any person engaged in the
manufacturings processings packagings or  distribution of
drugs; but such term does not include a pharmacy.

(7) T"Person™ means any individual and 'any partner shipy

Firmy carporations associationr or other business entikye
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{8} ™State® means the state of Montana or any
political subdivision thereof.*

Section 3. Section 3T7-7-10ls MCAs is amended to read:

®37-7-10ks Definitions. Unless the context rsrequires
otherwises in parts 1 through 3 of this chapter the
following definitions apply:

{1} T"Board" means the bhoard of -pharsacists prowided
for in 2-151609.

{2) ™Chemical™ means med icinal or industrial
subs tancesy whether sisples compounds or obtained through
the process of the science and art of chemistrye whether of
organic or inorganic origins

{3) “Commercial purposes”™ means the ordinary purposes
of trades agricultures industry, and commerces exclusive of
the practices of medicine and pharmacys

{4} *Continuing egucatian™ maans professional
pharmaceutical ‘postgr aduate educatioa  in the fo'llwiﬂg’
areas:

{2) the socioeconomic and legal aspects of  health
care;

{b} - the properties and actions of drugs and dosage
forms; and

(c) ' the etivlogys characteristicse and therapeutics of
the disease state.

{S). “Départment™ means the department of praofessional

- SB 418
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and occupational licensing provited for in Tit¥e 2y chapter
15e part 16.

{6} (a) "Drug” mearns:

{i) articles recognited :in the official United States
Phar macopoe i av——effictal--Honoopathie —Pharmacoposia-—of +tha
dnirted--Statesy-—or-——ofFieint/ " National Formularyy or a
supplement to thew;

{1i} articlies intended for use in diagnosise Cures
mitigations treatments or preveation of disease in ®san or
other animals;

(iii) articles {other than food} intended to affect the
structure or function of the body of man or other ‘aniwals;
and

{iv) articles intended for use as a component of an
article specified in subsection {i)e (ii}e or {iid)e

{b} “Drug® does not include devices orf < their
componentss partss OF aCCesSsSOriess

{7) *"Intern® means a natural parsonr Ticensed by the
department +to prepares compounds dispenses and sell drugsse
medicinesy chemicalss and poisons in—a——pharmscy——hoving——a
pharmachet—in-—eharge under the Supervision of a _registered
#nd licensed pharmacjst.

{8) “Medicine” means & remedial ‘agent which has  the
property of curinges preventings treatings or wmitigating

diseases or which is used for this purpose.

- 58 413

[ B R ] [

- I ]

10

12
13
14
15
16
17
18
19
20
21
22
23
24

25

S8 0418

{9}  "Person® jncludes an individuals partnershipy
corporations or associatione

{10} "Pharma<ist™ wedns a natural person ‘licensed by
the department to preparey compounds  dispansey and sell
drugsy medicinesy chemicalse and poisons and who msay affix

to his name the term "R.Ph."

{11) “Pharmacy™ wmeans e-——<-drogstpre - or———-okh ©-an
established  place ragistered by the departmwent of -
professional and occupationatl Ficensings - in which
prescriptionse drugs requiring a2 prescripgtions mediciness
chemical¥lss and poisons are compoundeds dispenseds vendeds or
sold at—reteik.

{12} "Poison™ means a substance whichs when - introduced
into the systems either divectly or by absorptians produces
violents morbids or fatal changes or which destroys living
tissue with which it comes in contact.

{13) "Prescription® means an order given individually
for the person for! whom prescribeds divrectly from the
prescriber to the furnisher or -indirectly to the furnishers
by means of an order signed by the prescriber and bearing
the name and address of the prescribery ‘his Yicanse
classifications the name of the patients the name and  the -
quantity of the drug or drugs prascribeds the directions for
use and the date of its issues These stipulations apply to

both written and telephoned prescriptionses

—H=- SB 4la
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1%} "Wholesale™ “means 24 sale for the purpose of
resale.”

Section 4. Section 37-T-201s MCAs is amended to reads

=37-7-201. Organization —— powers and duties. {l} The
board shall  meet at least ome a year to transact .its
businesse The board shall :annually elect from its members a
presidanty vice-presidants and secretaryea

{2y The board shall:

(a)} regulate the practice of pharsacy in this state
subject to this chapter;

{b} detarsine the wminisum equipsent necessary in and
for ‘a pharsacy shd-drog-store;

{c} regulatey under therapeutic classificatiom the

sale of drugssy meditines: chemicals, and poisons and: their :

Yabeling;

{d) regulate the quality of drugs and medic ines
dispensed in this states using the United States
Pharmacopoeia and--theys National Forsulary or revisions
thereof as the standards;

(el request the dJdepartwment ‘to enter and inspect, at
reasonable timesy places where drugss medicines:s chemicalse
or poisons are solds vgndcd- given aways compoundeds
dispensedy or manufactureds It is a misdemeanor. for 3 person
to rafuse to persit -or otherwize prevent the department from

entering these places and making an inspection.

~T- 58 418
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(F) regulate the practice of interns under national
standards;

{g} make rules for the conduct of its business;

{h) perform other duties and exercise other powers as
this chapter requires;

(i) adopt and authorize the department to publish
rules for carrying out and enforcing parts 1 through 3 of
this chaptera

(3} The departwent shalls

ta3) ticensey registery and examines subject to
37-1=10ky applicants whom the  board considers gualified
under this chaptery

(&) VYicense pharmacies and certaisn stores under this
chapteri and

(<) issue certificares of "certified phermacy” under -
this chapter.®

Section ‘S. Section 37=7-301s MCAs is amended to read:s

"37-7-301. Sale of drugs or medicines unlawful except :
as provideds (1) It i unlawful fof Ay person Lo compounds
dispenses vendy or sell at_ retail drugsey mediciness
chesfcalss Or poisons in any place other than 2 pharmsecys
except as hereinafter provideds

{2y It is untawful for any proprietors Owners or
manager of & pharmacy or any other person to permit the

compounding or dispensing of prescriptions or the vending or

-8~ SB 418
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selling at retai) of drugi, medicines, chemicalss or poisons
in any  pharmaCy except Dy @ registered and icensed
pharmacist or by an intern in-thetemporery—ubsence—of—~saeh
pharmeetst gegisteraed and_licensad by the depasrtmenty under
the supervislon of & registered and )icensed pharmacists

13) It is unlawful for any person to assume or pretend
to the title of .pharmacist or intern unless soch person has
a license as suche issued and in force pursuant to parts 1
through 3 of this chaptere

(4} It is unlawful - for any person other than a
1icensed and registered pharsacist or a licensed  and
registered intern under the sSupervision of a3 Yjcensed and
registergd pharmacist to cowpounds dispenses vends or selk
ar retail drugse medicines» chemicalssy or poisons except as
provided in.parts 1 through 3."

Section $« 3Section 37-7-302s MCAsy i5 awended 1o read:

*37-7-302. Examination — qualifications ' — fees -
reciprocity. (1) The department shall give reasonable notice
of exowminations by mail to known applicants. The departiment
shall record the names of persons examineds together with
the grounds on which the right of each to examination was
claimeds and also the names of persons  registered by
examination or otherwisee.

(2) Yhe fee for oan examination shall be set by the

board at a figure commensurate with costsy which fee may in
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the discretion of the beard be raturned to applicants not
taking the examination. On again making payment of the Ffees
an  applicant wha fails is emtitled to take the next
succeeding examination free of charge.
3¥——FheFee-for-registretiogn-by-reciprocity--is~—— 5280
t+41{3) To be entitled to examination as a pharmacisty
the applicant shalt-be » citizen of the United Statesy of
good - moral charactery and a graduate of - the schoal of -
pharmacy of the university of Montand or of a college or
school : of pharsacy recogeized—and-approved accredited by or :
a-mesber—of the Amesrican saseciation-of-cotieges-of-pharmecy

council on pharmaceutical educat joni but the applicant may

not  recCeive a registered pharmacist's license until he has
compljed with the internship requiresents esi":ﬁ“*shed by the
board. Buring—this-periedy-if-the—opphicant—hes-"~poyyed——the -
eramimatrony—he—ahe It-be-Pi conted-as-an—irterr-ontye

+5%§%) The board: may in its discretion authorize the
department 10 grant registration without  aexamination to a
pharmacist %licensed by a board of pharmacy or @ simsilar
board of another state which accords similar recognition to
licensees of this state if the requirements for registration
in the other State ares in the opimion of the boards
equivalent to the requirements of this chapters The fee for
registration by reciprocity is $200.

" $6¥{5}) Every person licensed and vegistered under this

=10~ 58 %18
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chapter shall receive from the department an ‘appropr iate
certificate attesting the facts which shall be conspicuously

Jisplayaed at o1)% times in his place of pusinesse +H~—tha

state—for-hiwsetf-or-snotherv-the-fact-shedi—be-set—forth-én
the-eertificatas"

Section Te Section 37-T+303, MCA, is amended to read:

*37-7-303. Annual - renewal fees (1) A person }icensed
and registerad by the department shall annually pay to the
department before June 30 a renewal of vegistration fee of
$15s A default -in the payment of a renewal fee for-s-—period
of--30-—delys after the date it is due increases the rencwal
fee to $30. It is wmlawful for a person who refuses or fajls
to pay the renewal fee to practice pharmacy in this state. 4
certificate and renewal ‘expires at the time prescribeds not
tater than 1 year from its date. A defaulter in a remawal
fes may be reinStated within 1 year of the default without
examination on paysent of the arrbers and compl iance with
the continuing educatlion provisions of this chapters

{2} The board may charge an additional fee of wup to
$10 for such Ticense renewal to be used in administering the
contimeing education provisions of this chapter.™

Section 8. Section 37-7-311s MCA, is amended to read:

®37-7-311. Revocation of !jicense issuved to pharmacist

or interns The board shalt revokcy-—tomporsvity—or -
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permanentlyy  licenses  issued by the department to a
pharmacist or datern whenever the holder of the license:

{l) has obtained it by false representations or fraudi

€2) is an habitual drunkard or addicted to the use of
narcotic drugs;

{3) has been convicted of a felony;

{4%) has heen convicted of wviolating the pharmacy taw;

{5} has been found by the board quilty of incompetency
in the preparation of prescriptions or guilty of gross
immorality afFfecting tha discharge of his doties as a
pharmacist or interns™

Section 9., Section 37-7-321e MLAs is amended to read:

®37-7-32l. Store license -—- certified pharmacy license
-~ suspension or revocation. (i) The department shally on
application on forms prescribed by the board and on the
payment of an annual fee of 310y lictense stores other thanh
pharmacies in which are sold ordinary household or medjcinal .
drugs prepared in sealed packages or bottles by a
manufacturer qualified under the laws of the state in. which
the manufacCturer resides. The name and address of the
manufacturer shall -appear conspicucusly on each packaga sold
ty the licensees It is wunlawful for a store to - sellky
delivery or give away household medicinal «drugs without

first naving secured 2 YTicense and thereafter keeping it in -

-k2=- SB 418
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force by proper ‘renewal . FMHV-susection doey-net-prevemt—s
vendor—§ ron-astling-s—-patent-or—proprictary-medicine—in——the

. eriginst-pacivage-when-pleinky-lavel ed-or-normedicet-artictes

usualt y-sotd-by-vendorse

{2} The board shatl provide for the original

certification and annual renewal by the department of every

pharmacy doing business in this states On presentation of
evidence satisfactory to the board and on application - on 3
form prescribed by the board and un the payment of an
original certification fee of $100y the department shaill
issue a license to a pharmacy as a certified pharmacy.
Howevers the license may be granted only to pharmacies
operated by registered pharmacists er-registercvd-interns
gquatified under this chapter. The anmual renewal fee for a
pharmacy shall be set by the board in an amount not to

exceed 350« Any default in the payment of such renewal fee

for-a-period-of—-38-days after the date the same is due shall -

increase the renawal fee to the sum of $100. The license
must be displayed in a conspicuous place in the pharmacy for
which it is issued and expires on June 30 following tha date
of issue. It is unlawful for a person to conduct a pharmacye
use the word "pharmacy™ to ideatify his businesss or use the
word “pharsacy® in advertising unless a license has been
issued and is in .effectes

{3} The board may suspendy reavoke, or rafuse to renaw

13— SB %18
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a store or pharmacy 1icense:

(a) obtained hy false representation or Fréud:

{b) when the pharmacy for which the Jicense is issued
is %ept open for the trensaction of business without 3
pharmacist in charge;

{c}  when the person to whom the license is grianted has
been convicted ofs

(i} a violation of parts 1 through 3 of this chapter;

{ii) a felonyi or

{iii) a wviolation of the Federal Foode Druge and
Cosmetic Act sf-dume-25y-1938, (S5I-Statav-1040-throwgh—1059
Title 21y chagter 99 United States Code)s

(dy} when the persosn-to whom the license is granted is
a natural person whose pharmacist or-intern Jicense has been
revoked; or

{e) when the store or pharmacy is conducted in
violation of parts I through 3 of this chapter.

{4) Before a lticense can be revokeds the holder 'is
entitted to a hearing by the board."™

Section 1l0. Section 37-7-401ls MCAs is amended to read:

"37-7-401. Aestrictions upon sale or prescription of
opiates -~ coding prohibited —- refilling prescriptionsa. {1).
It shall be unlawful for any physician te sell ror give to or -
prescribe for = any . person any opiume aorphine,

alkaloid-cocaines or alpha or. beta eucaing oo codeine or

~Lh~ - SB 418
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heroin or any devivativer wmixture, or preparation of .any of
thems except to a patientibeliev-d in good faith to require
the same for medical use and in quantities proportioned to
the needs of such patients.

{2) A prescription must be S0 written that it can be
campounded - By any registered pharmacist. The coding of any
prescription is a violation of this sections

{3} A prescription marked ™non repetatur¥y "non rep®s
or "N.R+™ cannot be rafilledse A prescription marked to bhe

refilled by a specified amount may be filled by any

‘rugistered pharmacist the number of  timas warked on the

prescription. A prescription not bearing any %#m-of
refiltlh . instruckions way not be refilled at-wili<duprimg—the
thee-speeifoed withoyt first obtaining persission from_ _the
presceiber. A prescription may not be refilled for_ morg
than % 3 year frogm the date it was_ ocrigiogdly filtled. 2

i -retitied when-a-refiti- iy profibjted
gus: - i ite-+tows No narcotic prescription may be
refilled.™

Section 'Ile Section 37-7-502¢ MCAs is amended to read:

"3I7-7-502. UDefiwitiions. As used in this parts the

- folYowing definitions apply:

{1}  *"Ricavailability” means the extent and rate of

absorption from a dosage form as reflected by the

timo-concentration curve of the administered drug in the
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- systemic tirculation.

{2) ™“Biceguivalent®™ -eanQ a chemical equivalent whichs
when administered to the same individual in the same dosage
regimens will result in comparable bioavailability.

{3) "Brang name% waans the propcietary or tﬁe
registerad trademark name given to & drug product by its
manufacturery Vlabelers or distributor and placed upon the
druge its containers labels or wrapping at the time of
packaginge

(%)  *"Chemical equivalent® means drug products that
contain the same amounts ofF xthe same. therapeatically active
ingredients in. the Same dosage forms and that meet present
compendi um standardse

(5) *"Drug product® means a dosage form containing one
or more active therapsutic ingredients along with other
substances inctuded during the manufacturing process.

{6) P"Generic name” means the chemjcal or established
name . of a drug product or drug ingredient published in the
latest edition of the official United States Pharmacoposia
or———of fieind—--Howeopathnie —Phormacopoeia— of— the--twited
States/Nationsl Fermaacy.

{Ty  %Person™ means an individualy Firme partnershipe
associations corporations or any other entity: whether
organized for profit or note -

(8)  "Prescriber® means a practitioner licensad - under

- Lo~ SB 418
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the professional - laws of the state to administer medicine
and 'drugse

{9} =Present compendium standard™ means the officiatl
standard for drug excipients and drug products listed in the
latest revision of the United States Pharmacopoeia and-the/
National Formularye

(10) "Product selection” means to dispense without the
prescriber's express authorization a different drug product
in place of the drug product prescribeds

{14} "Therapeutically eguivalent™ means those chemical
equivalents whichs when administered in the same dosage
regimens will provide essentially the same therapeutic
effect as measured by the control of a symptom or a disease
and/for toxicCitye®

Section 12« Coordination with __ Bill___ [LC 128B8]. If
_Biti___ {LC 1288] introduced in the 47th Legislature is
passed and approved that portion of Section 6y or any other
section of this billy that amends 37-7-302y MCAr to provide
for a fee for registration by reciprocity is void and of no
affects

-End—
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SENATE BILL NOe 418
INTRODUCED BY OCHSNERs ZABROCKI
BY REQUEST OF THE DEPARTMENT OF PROFESSIONAL AND

DCCUPATIONAL LICENSING

A BILL FOR AN ACT ENTITLED: ™AN ACT TO REVISE AND CLARIFY
THE LAW CREATING THE BOARD OF PHARMACISTS AND THE LAHWS
ADMINISTERED BY THE BOARD OF PHARMACISTS; AMENDING SECTIONS
2~15-1609s 37-2-101y 37-T7-101y 37-T-2014 3T-7-301 THROUGH
37-7-303y 3A7-7-31l9 37-7-321s 3T7-T7-401, AND 37-7-502,

50-32-101s 50-32-208y 50-32-209p AND_50-32-301s MCA.*

BE IT ENACYED BY THE LEGISLATURE OF THE STATE DOF MONTANA:
Section l« Section 2-15-1609y MCAs is amended to read:
n2-15-1609« Board of pharmacists. {l) There is a bovard

of pharmacistse
(2} The board consists of three members appointed by

the governor. The governor shall appoint the members from a

list submitted annually by the Montana state pharmaceutical

association. The list shall contain the names of Ffive
gualified persons for each appointments. fach member shatl be

a graduate of the college of pharmacy of the university of

Montana or of a college or school of pharmacy recognized-and

approved accredited by er-—a--member--of the American

asseciation---of--—colteges——-of--——pharmacy council __on
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pharmaceutical _education. Each member shall have at teast 5

consecutive years of practical experience as a pharmacist
immediately before his appointment. Hewevery-one-member-may
be-a-reqgistered-pharmacist-of-i5-years*-practical-experience
Bﬂﬂ-aetuﬂ44y—engﬁged—in—the*pfaet;ee—o‘—pharnaeft A  member
whos .during his term of offices ceases to be actively
engaged in the practice of pharmacy in this states shall be
automaticaltfy disqualified from membership on the boarda.

(3} Each member shall serve for a term of 3 years. A
member shall be removed from office by the governor on proof
of malfeasance or misfeasance in offices after reasonable
notice of charges against him and after a hearinge

{4} The board 1s allocated o the department for
administrative purposes only as prescribed in 2-15-121."

' Section 2. Section 37T-2-101s MCAs is amended to read:

"37-2-10l. Definitionse As wused in this parts the
followiny definitions apply:

(1) *Medical practitioner™ means any person licensed
by the state of Montana to engage in the practice of
medicines dentistrys osteopathys or chiropody (podiatry) and
in such practice ta administer or prescribte drugse

(2} *“Orug™ means any article:

{3) recognized in the official Uni ted States
Pharmacopoei avr-—the--offitctat/ National Formularyy or in any

supplement to such pharmacopoeia or/ formulary;

-2 5B 418
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(b} intended for use n the diagnosisy curey
mitigations treatmenty or prevention of disease in man;

{¢) 1intended to affect the structure or any function
of the body of man;

() intended for use as a component of any article
descrided in suybsection [a)s [b}y or (c} of this subsection
{2)+ but such term does not 1include any device or any
components of a devicea

{3) “Device™ means any instruments apparatuss or
contrivance intended:

(2) for wuse in the d{agnosi51 cures mitigations
treatments of preventijon of disease in man;

{b) to affect the structure or any function of the
body of man.

(4) "Pharmacy® means an efficey--pharmacyy-—drogitores
er-ather establishment which engages in the sale of drugs e+

reeatd requiring a prescriptione

(5) "Community pharmacy™sy when used in relation to a
medical practitioners means a pharmacy situated within 10
miles of any p!ace. at which such medical practitioner
maintains an of fdee for professional practice.

{6) ™“Drug €bmpany"™ means any persaon engaged in the
manufacturings processinge packagings or distribution of
drugs: but such term does not include a pharmacy.

(7} "Person™ means any individual and any partnerships

-3= 53 418
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firme corporations associatione or other business entitye

{8) “State™ means the state of Montana oF any
political subdivision thereof.™

Section 3. Section 37-7-101s MCAs is amended to read:

%37-7-101e Definitionse Unless the context requires
otherwisesy in parts 1 through 3 of this chapter the
following definitions applys

{1y ™Board" means the board of pharmacists provided
for in 2-15-1609,

{2} "Chemical™ mgans medicinal or industrial
substancess whether simples compounds or obtained through
the process of the science and art of chemistrys whether of
arganic or inorganic origine

(3) "Commercial purposes" means the ordinary purposes
of trades agriculturees industry, and commerce; exclusive of
the practices of medicine and pharmacye.

{(4) "Continuing education” means professional
pharmaceutical pastgraduate education in the following
areas:

{a) the sociceconomic and legal aspects af health
care;

{b) the properties and actions of drugs and dosage
forms; and

{c)} the etiologys characteristicse and therapeutics of

the disease state.

ol SB 418
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(5) “Department"™ means the department of profassional
and occupational licensing provided for in Titlte 2y chapter
15 part lbe

{6} (a) *Drug™ means:

(i) articles recognized in the official United States
Pharmacopoei av-—offie iat—romeapatirie--Pharmacopoeia--of-the
dnrted-—-Stotesy--or--afftetaly National Formularyr or a
supplement to them;

{ii) articles intended ffOr wuse in diagnosiss cures
mitigations treatments or prevention of disease in man or
other animals;

{iii}) articles (other than food) intended to affect the
structure or function of the body of man or other animals;
and

{iv) articles intended for use as a component of an
article specifieg in subsection (i)s (ii)e or (i1i}e

{b) ™“Drug"™ does not include devices or their
componentsSs partses Or ICCEsSSOriese

{7} "Intern™ means 3 natural person licensed by the
department to preparer compounds dispenses and sell drugss
medicinesy chemicalsy and poisons thr--a--pharmacy——Ravimg--a

pharmaetrst-—in-—charge under_ the supervision of a reqistered

and_licensed pharmaciste

{8) "Medicine” means a remedial agent which has the

property of curings preventings treating: or mitigating
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diseases or which is used for this purpose.

(9) "pPerson™ includes an individual, partnerships
corporations or 3ssS0ciatione

{19} "Pharmacistd means &8 natural person licensed by
the department to prepares compéund- dispenses and sell
drugsy mediciness chemicalsy and poisons and who may affix
to his name the term "RaPh."

{11} “Pharmacy” means a-—--drugatere---or---other an
established place registered by the department of
professional and occupational licensings in which
prescriptionss drugs requiring_ _a_prescriptions mediciness
chemicalss and poisons are compounded, dispenseds vendedy or
sold at-retath.

(12) "Poison® means a substance whichsy when introduced
into the systemy e¢ither directly or by absorptions produces
violents morbide or fatal changes or which destroys 1living
tissue with which it comes in contacts

{L3) "Prescription® means an order given individually
for the person for whom prescribeds directly from the
prescriber to the furnisher or indirectly to the furnisher,
by means of an order signed by the prescrilrer and bearing
the name and address of the prescribery his license
classifications the name of the patients the name and the’
quantity of the drug or drugs prescribede the ’irectiaﬂs for

use and the date of its issue. These stipulations apply to

o 53 414
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both written and telephoned prescriptionses

{la} "Wholesale® means a sale for the purpase of
resales"

Section 4., Section 37-7T-201y MCA, is amended to read:

"37-7-201. Organization -- powers and duties. (1) The
board shall meet at lteast once a year to transact its
businesss The bocard shall annually elect from its members a
presidents vice-presidents and secretarys

{2) The board shall:

{a) regulate the practice of pharmacy in this state
subject to this chapter;

{b) determine the minimum equipment necessary in and
for a pharmacy and—drog-store;

{c) regulatesy under therapeutic classifications the
sale of drugse medicinesy chemicalss and poisons and their
labeling;

{(d} regulate the quality of drugs and medicines
dispensed in this states using the United 5tates
Pharmacgpoeia end-—ehe/ National! Formulary or revisions
thereof as the standa}ds;

(e} requesk: the department to enter and inspects at
reasonable timessiplaces where drugss mediciness chemicalsy
or poisons are solde vendeds given aways compoundeds
dispensedy or manufacturede It is 3 misdemeanor For a3 person

to refuse to permit or otherwise preveat the department from
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entering these places and making an inspection.

(f) regulate the practice of interns under national
standards;

{g) wmake rules for the conduct of its business;

{h) perform other duties and exercise other powers &S
this chapter requiress;

{i) adopt and authorize the department to publish
rules for carrying out and enforcing parts 1 through 3 of
this chapter.

{3) The departaent shall:

[a) ticenses registery and examines subject te
37-1-10Ls applicants whom the board considers qualified
under this chapter;

{b) license pharmacies and certain stores under this
chapter; and

(c) issue certificates of "certified pharmacy™ under
this chapter.”™

Section 5. Section 37-T7-30l, MCA, is amended to read:

#37-7-301. Sale of drugs or medicines unlawful except
as provideds. (1) It 1s unlawful for any person to compounds
dispenses vends or sell at retail drugss mediciness
chemicalsy or poisons in any place other than a pharmacys
excapt as hereinafter provided.

(2) It is wunlawful for any proprietors Owners Or

manager of a pharmacy or any other person to permit the

-8= SB 418
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compounding ar dispensing of prescriptions or the vending or
seiling at retail of drugsy mediciness chemicalsy or poisons
in any pharmacy except by a registered and licensed
pharmacist or by an intern itn-the-temporary-sbsence-of--such

pharmaesrse registered and licensed by the department, under

the_supervision of a registered and_licensed pharmacists»

{3y It is unlawful For any person to assume or pretend
to the title of pharmacist or intern unless such person has
a license as suchs issved and in force pursuant to parts 1
through 3 of this chaptere

{4) It is wunlawful for any person other than a
ticensed and registered pharmacist or a licensed and

registered intern under the supervision of _a licensed__and

registered pharmacist to compoundy dispenses vends or sell

at retail drugss mediciness chemicalss or poisons except as
provided in parts 1 through 3."

Section 6. Section 37-T-202, MCAy is amended to read:

"37-7-302. Examination -- gualifications -- fees ——
reciprocity= {1} The department shall give reasonable notice
of examinations by mail to known applicants. The department
shal} record the names of persons examineds togethesr with
the grounds on which the right of each to examination was
claimeds and also the names of persons registered oy
examination or otherwisee

(2) The fee for an examination shall be set by the
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board at a fFiqure commensurate with costses which fee may in
the discretion of the board be returned to applicants not
taking the examination. On again making payment of the fee,
an applicant whe fails is entitled tc take the next
succeeding examination free of ch;rge.
t3y--Fhe-fee-for-registration-hy-recipreciey-—-is—4$280~
¢4¥(3} To be entitled tc examination as a pharmacijists
the applicant shall be a citizen of the United Statess of
good moral charactery and & graduate of the school of
pharmacy of the university of Montana or of a college or
school of pharmacy recognifed-and-opproved accredited by er
a-member—of the Americon association-ef-colieges—of-pharmacy

council _on pharmaceutical education; but the applicant may

not receive a registered pharmacist®s ticense until he has
complied with the internship regquirements established by the
board. Buring-this-perredr-if-the-appticant-has-—passed-—the
examinationy—he—ahati-be-ticensed-as-an-intermonty=

+53(4)] The board may in its discretion authorize the
department to grant registration without examination to a
pharmacist licensed by a board of pharmacy or a similar
board of ancther state which accords similar recognition to
licensees of this state if the requirements for registration
in the other state ares in the opinion of the boards
equivalent to the requirements of this chapter. The Fee _for

registration_by reciprocity is 3200.

~10- SB 418
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€6}(5) Every person licensed and registered under this
chapter shall receive from the department an appropriate
certificate attestiny the fact, which shall be conspicuously
displayed at all times in his place of business. Ff-—the
holder——is—entitted-to-monage-or-conduet-a—pharmaecy—in-ehis
state-for-himsetf—or-anothery—the-fact-shali-be-ser—forth-in
the-certificates™

Section T. Section 37-7-303y MCA, is amended to read:

*37-7-303. Annual renewal fee. (1} A person licensed
and registered by the department shall annually pay to the
department before June 30 a renewal of registration fee of
$15. A default in the payment of a renewal fee for-a——-peried
of--30-~days after the date it is due increasas the renewal
fee to $30. It is unlawful for & person who refuses or fajls
to pay the renewal fee to practice pharmacy in this states A
certificate and renewal expires at the time prescribeds not
later than 1 yéar from its date. A defaulter in a renewal
fee may be reinstated within 1 year of the default without
examination on payment of the arrears and compliance with
the continuing enucation provisions of this chapter.

{2) The board may charge an additional fee of up to
$10 for such license renewal: to be used in administering the
continuing education provisions of this chaptere”

Section 8« Section 3T7-T-311ls MCAy is amended to read:

»37-7-311» Revocation of license issued to pharmacist
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or interne The board shall revoker--temporarity—-or
permanenttyy licenses issued by the department to a
pharmacist or intern whenever the halder of the license:

(1) bhas obtained it by false representations or fraudi

{2) is an habitual drunkard or addicted to the use of
narcotic drugs;

(3) has been convicted of a felony;

(4} has been convicted of viclating the pharmacy law;
or

(5) bas been found by the board guilty of incompetency
in the preparation of prescriptions or guilty of gross
immorality affecting the discharge of his duties as a
pharmacist or intern.”

Section 9. Section 37-7-321. MCA: is amended to read:

#37-7T~321. Store license -- certified pharmacy license
-= suspension or revocations (1) The department shalls on
application on forms prescribed by the board and on the
payment of an annual fee of $10y license stores other than
pharmacies in which are sold ordinary household or medicinal
drugs prepared in sealed packages or bottles by a
manufacturer qualified under the laws of the state in which
the manufacturer vesidess The npame and address of the
manufacturer shall appear conspicucusly on each package sold
by the licensee. It is wunlawful for a store to sell,

delivers or give away bhousehold medicinal drugs without

-12- 58 418
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first having secured a license and thereafter keeping it in
force by proper renewal. fhrs-subsection-does—not—prevent—a
vendor-from—setting-a-patent—or-proprictory-mnedicine-in-~-the
original-pachege-when-plainiy-tabelnd-or-nanmedicat-areickes
dsoatiy-sotd-by-vendorsw

{2} The board shalt provide for the original
certification and annual renewal by the department of every
pharmacy doing business in this state. On presentation of
evidence satisfactory to the beoard and on application on a
form prescribed by the board and on the payment of an
original certification fee of 3100y the department shall
issue a license to a pharmacy as a certified pharmacy.
Howevery the license may be granted only to pharmacies
operated by registered pharmacists eof-regratered-interns
qualified under this chapter. The annual renewal fee for a
pharmacy shall be set by the board in an amount not to
excead $50. Any default in the payment of such renewal fee
for-a-peritod-of-30-days after the date the same is due shall
increase the renewal fee to the sum of $100. The license
must be displayed in a conspicuous place in the pharmacy for
which st t5 issved and expires on June 30 following the date
of issues It is unlawful for a person to conduct a pharmacys
use the word *pharmacy™ to identify his businesse or use the
word "pharmacy" in advertisinc unless a license has been

issued and 15 in effecte
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{3} The board may suspends revokes or refuse to rencw
a store or pharmacy license:

{a) obtained by false representation or fraud;

{b} when the pharmacy for which the license is issued
is kept oapen for the transacfion of business without a
pharmacist in charge;

{c} when the person to whom the license is granted has
been convicted of:

(i) 2 viclation of parts 1 through 3 of this chapter;

(ii) a felony; or

fiii} a wvielation of the Federal Foods Drugs and
Cosmetic Act ef-dune-25y-t938y (52-5tatys—-1840-through—--1659

Title 21+ chapter 9. United 5States Code);

{d) when the person to whom the license is granted is
& natural person whose pharmacist er—tnteen license has been
revoked; or

fe) when the store or pharmacy is conducted in
violation of parts 1 through 3 of this chapter.

(4) Before & license can be revokedy the holder is
entitled to a hearing by the board."

Section 10« Section 37-7-%0l. MCAs is amended to read:

"37-7-401« Restrictions upon sale or prescription of
gprates —- coding praohibited ~- refilling prescriptions. (1)
It shall be unlawful for any physician to sell or give to or
prescribe far any person any

opiums morphines

~14- SE 4118
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alkaloid-cocaines or alpha or beta eucaine or codeine or
neroin  or any derivatives Mmixturesy or preparation of any of
themf except to a3 patient believed in good faith to rzqguire
the same for medical use and in guantities proporticned to
the needs of such patients.

{2) A prescription must be 50 written that it can be
compounded Dy any registered pharmacist. The coding of any
prescription is a violation of this secticne

(3} A prescription marked "naon repetatur™, "non rep%s
or "N.R." cannot be refilleds A prescription marked to be
refilled oy a specified amount may be Ffilled by any
registered pharmacist the number of times marked on the
prescriptions A prescription not bearing any 3tmrtatton—--of
refill instructions may ngt te refilled at-widd-doring-the

time-speetrfred without first obtainipg_permission__from__the

prescriber. A__prescription__may not _be refilled for more

than 1 3 year YEARS from_the date it wdas originally filled.

pronrbrted-by-faderal-or-state-Iaws hNo narcotic prescription

may pe refilled."
Sectiun !l. Section 37-1-502s MCAy is amended to read:
#37-7-502. Definitionss As uwsed in this parts the
following definitions apply:
(1) “Bivcavailability” means the extent and rate of

absorption from a dosage form as reflected [53Y the
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time-concentration curve of the administered druy in the
systemic circulationes

(2) ™Bioequivalent® means a chemical equivalent whichye
when administered to the some individual in the same dosage

regimeny will result in comparable bicavailabilitye.

{3) "2rang name " means the proprietary or the
registered trademark name given to & drua product by its
manufacturers labelers or distributor and placed upon the

druge its containers labels or wrapping at the time of
packaging.

i(4) *Chemical equnvalenf" meaﬁs druyg praoducts that
contain the same amounts of the same therapeutically active
ingredients in the same dosage forms and rhat meet present
compendium SstandardSe

(5) “Orug product™ means a dosage form containing oae
or more active therapeutic ingredients along with othar
substances included during the manufacturing process.

(&) *"Generic name™ means the chemjcal or establjshed
nam2 OF 4 drug product or drug ingredient published in the
latest editian of the official United States Pharmacopoeia
or--—~offretol——Homeopasthic——-Pharmacopoeta--of——the--dnrted

States/National _Formularys

(7} "Person" means an individualy firms« partnershipe
assGciations corporations or any other entitye whether

organized for profit or note
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{B) "prescriber® means a practitioner Jlicensed under
the professional Jlaws of the state to administer aedicine
and drugse

(S) "Present compendium standard" means the offjcial
stangard for druy excipients and druy products listed in the
tatest revision of the Jnited States Pharmacopoeia =mmd-the/
Mational Formularys.

(10) "Product selection® means to dispense without the
prescriberts axpress authorization a different drug oroduct
in piace of the arug product prestribeds

{1l) “Therapeutically eguivalant™ means those chemijcal
equivalents whichy whan administered in  the same gosage
regimeny  will provide essentially the same therapoutic
eftect as measured by the control of a symptom or a disease
and/or tomicity."

SECTINN 124 SECTION _50-32-131y MCAy _I5__AMENDED__ 10

"50-32-10l« Definitionse As used jin this chapters the
followin, definitions apply:

tl) "administer”™ means the direct application of &
danga2rous drugs whether by injections inhalativons ingestions
or any other meanss to the body of a patient c¢r research
suUD ject by:

{a) 2 practitioner {(or by his authorized agent}; or

{0) the patient or research subject at rhe diraction
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and in the presence of the practitionera.

{¢) "Agent™ means an authorized person who acts on
behalf of or at the direction of a manufacturers
distributory or dispensers It does not include a common or
contract carviers public warehousemans or enployee of the
carrier or warcghcuseman.

{3y *"Coard” means the board of pharmacists provided
for In 2-15-160%.

(4) T3ureau” ameans the boredg--of-—-porestics-—--and

danqerous——derays drug__enforcement _administration» United

States department of justices Or its sSuccessor agencye.

{5) “"Counterfei1t substance™ means a dangerous drug
which or the container or labeling of which without
authorization bears the trademarks trade names or other
identifying marks, imprint: numbers Or device or any likeness
thereof of a manufacturers distributor, or dispenser othar
than the gerson who 1n fact manufactureds distributede or
dispensed the drug.

{e} “Dangerous drug"™ means 4 druge substances or
immediate precursor 1n Schedules [ through ¥ hereinafter set
fortne

{7) ™"heliver™ or rdetivery® means the actualy
constructive, or attempted transfer from one parson to
anather of a dungerous drugs whether or not there is  an

agency relationshipe.

-18- S8 418
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(8) "Department™ means the department of professional
and occupational licensing provided for in Title 2y chapter
15y part l6a

{?) "Dispense” means to deliver a dangerous drug to an
ultimate user or research subject by or pursuant to the
lawful! order of a practitioners including the prescribings
administerings packagings Vtabelings or compounding necessary
to prepare the drug for that delivery.

(10) ®"Dispenser™ means a practitioner who dispenses.

(11) "Distribute®™  means to deliver other than by
administering or dispensing a dang=rous drugae

(12) "Distributor" means a persan who distributes.

(13) (a) "Drug™ means:

(i) a substance recogniZed as a drug in the official
Un: ted States Pharmacopoei avr——--offieitat---~Hammapathie
Phormacepeeia-of-the“Uniied-Statesv——or-—eFFteiu+ ZNational
Formulary of any sudpplement to anmy-of-them it;

{il) a substance intended for use in the diignosiss
curey Wmitigationy treatments or prevention of disease in man
or animals;

{t1l) 3 substaonce {other than food) intended to affect
the structure or any function of the body of min or animals;
and

(1v) @ substance intended for use as a component of any

arcticle spacified in (a)j(ile (2)({ii)r Oor (aj(iii} of this
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subsectione.

(L} "Oruy" doees not  include a device or its
COMDONENtSy partss Of ACCES50r 5.

(l4) "Immediate precursor"™ means a substynce which the
poard of pharmacists finds and by rule designates as Dbeing
the principal compound commonly used oOr produced primarily
for use ang which is an immediaste chemical interwediary used
or Tikely to be used in the manufacture of a dangerous Jdrugs
the ceontrol of which 15 necessary to prevents curtails or
Timit manufacture.

{15) {a) "Manufacture®™ medns the productions
preparations propagations compoundinge conversiony or
processing of a dangerous drug either directly or inasirectly
oy extraction From substances of natural origing
tnaependently oy means of chemical synthesise or by @&
combination af extracticn and chenmical synthesis and
includes any packaging or repackaging of the 1Irug or
Tabeling or relabeling of its containere.

(b} ®Manufacture” does not include the prepargtion or
compounding of a danyerous drug by an individual for his own
use or the preparations compoundings pockagings or labeling
of a dangerous drug:

(i) by a practitioner a5 an incident to has
administering or dispensing of & dangerous drug in tns

course of his professional practice; or

-20- 52 418



1G

11
12
13
L%
15
16
17
18
19
20
21
22
23
26

Z5

SB 0418703

(ii} by a practitioner or his authorized agent under
his supervision for the purpose of or as an 1incident to
researche teachings or chemical analysis and not For sale.

(16) "Mari juana (marihuana)® means all plant material
from the genus cannabis containing tetrahydrocannabinol
{THC) or seeds of the genus capable of germination.

(17) "Marcotic drug® means any of the followinge
shether produced directly or indirectly by extraction from
supstances of vegetable origine independently by means of
cthemical synthesiss Or by a combination of extraction and
chemical synthesis:

{a) opium and opiate and any salts compoundsy
derivatives or preparation of opium or opiate;

(D) any saltey compounds isomery derivatives ar
preparation thereof which is chemically equivalent or
identical with any of the drugs referred to in (17)(2) of
this sectiony 2ut not including the isoguincline alkaloids
of opium;

{Cc}] oplusm poppy ond popoy Straw; or

{d} <coca leaves and any salte compoundsy derivatives or
praparstion of coca leaves and any salts compounds isomer,
darivativey or preparstion thereof which is chemically
equivalent or identical with any of these drugse but not
including decocainized coca leaves or extractions of coca

teavas which do not contain cocaine or ecgoninee
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{18) "upiate” means any drug having an
addiction-forming or addiction~sustaining liability similar
te morphine or being capable of conversion into a drug
having addictian-forming or addiction-sustaining liability.
It does not includer unless specifically designated as a
dangerous drug under 50-32-202s the dextrorotatory isomer of
3-methoxy-n-methylmorphinan and its satts
{dextromethorphan). It does include 1its racemic and
levorotatory formse

{19) "Opium paoppy* means the plant of the sSpecies
papaver somniferum l.s except its seeds.

(20) "Person™ means an individualy corparationg
government or governmental subdivision or agencys business
trusty estates truste partnershipes associations ar any other
legal entitye.

(2L) "Poppy straw" means all partss except the seedss
of the opium poppy after mowinge.

(22) "Practitioner"™ means:

(a) @& physiciany dentisty veterinarians scientific
investigatores or other person licenseds ragistereds or
otherwise permitted to distributer dispenses or conduct
research  with respect to or to administer a dangerous drug
in the cuurse of professional practice or research in this
statei and

(s} a pharmacy or other institution licenseds

-22~ 52 418
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registereds or otherwise permitted to distribute, dispansey
or . conduct research with respect to or to adsinister a
dangerous drug in the course of professional practice or
research in this state.

{23) The term “*prescription® is given the meaning it
has in 37-7T-10%.

(24} "Production” includes the manufactures plantings
cultivationsy growings or harvesting of a substance or drug
regulated under the provisions of this chapter.

{25} “State™y when applied to a part of the United
Statess includes any states districts commonweal the
territorys insular possession thereof+ and any area subject
to the legal authority of the United States of Americaa

(26} "Ultimate user" means a person. who lawfully
possesses a dangerous drug for his own use or for the use of
a member of his househcld or for administering to an animal
owned by him or by a member of his household.*

SECTION 13._ SECTION 30-32-208y MCA, IS __AMENDED _TO
READs

*50-32-208+. Prescription and medical reguirements for
scheduled drugs:..——__penalty. (1) No dangerous drug in
Schedule i1 may:: be dispensead without the written
prescription -of a practitioner.

(2) In ewmergency situsations: as defined by rule of the

boarde Scheduile 11 drugs may be dispensed upon a
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practitioner*s oral prescription reduced promptly to writing
and filed by the pharmacy. Prescriptions shall be retained:
in. conforamity with the reguirements of 50-32-309. No
prescription for a Schedule 11 drug may be refilleds

{3) A dangerous drug included in Schedule 11l or IV.
which is a prescription drug as determined under the federal
or Montana foode druge and cosmetic actss shall nmot be
dispensed without a written or oral prescription of a
practitioner. The prescription shall not be Filled or
refilled more than 6 wmonths after the date theresof or be
rafilled more than five times unless renewed by the
practitioner.

{%#) A dangerous drug included in Schedule ¥ shall not
he distributed or dispensed other than for a wmedical
pur posSe.

15) Any person_who violates the provisions of this

section _is quilty of a wmisdeseanor and upon coaviction may

ba fined not to exceed $13000 or be imprisoned_ {n_ county
jail__for a_ term _not to exceed l yeary or both fined and

imprisoned.”
SECTION 14. SECTION _50-32-209y MCAy IS5 ANENDED 10
READ:
"50-32-20% Annual  republication  of  schedules. The
board shall revise and the department shall republish the

schedulas - of dangerous drugs annually. For tha purposes_of
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this_section_the mandate_to_republish may be satjsfied_ by

publication_ _in_the adeinistrative rules of Montans pursuant

to Title 2+ chapter 4."

ECTION 15. SECTION 50-32-301 MCA 15 _AMENDED 1O
READ:

"50-32-30l« Annual registration required For
manufacturers distributore or dispensere. (1) Every person
who msanufacturesy distributesy or dispenses any dangerous
drug within this sitate mustv-on—and-after-damary-—tv-—-13F4y
obtain amnually a registration issued by the department in
accordance with board rules.

{2) Persons registered by the board under this chapter
to manufactures distributes dispenses or conduct research
with dangerous drugs may possessy manufactures distributes
dispensey or conduct research with those drugs to the extent
authorized by their registration and in conformity with the
cther provisions of this chapter.™

Section 16« Coordination with SENATE Bill 412 [1C
1288)s If SEMAIE Bil} 412 [LC 1288]) introduced in the 4&7th
Legislature is passed and approved that portion of Section
6y or any other section of this billy that amends 37-7—-302,
MCAs to provide for a fee for registration by reciprocity is
void and of no effect.

-End—
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HOUSE AMENDMENTS TO SENATE BILL 418
HUMAN SERVICES COMMITTEE OF THE HOUSE
MARCH 13, 1981

Third reading copy be amended as follows:

1.

Title, line 10.
Following: "37-7=-401,"
Strike: "AND"
Following: "37-7-502,"

Insert: "50-32-101, 50-32-208, 50-32-209,

Page 15, line 16.
Following: "3"
Strike: "year"
Insert: "vears"
Page 17.

Following: 1line 14
Insert: attached
Page 17, line 15.
Following: "Coordination with"
Insert: "Senate"
Following: "Bill"
Insert: "412"
Page 17, line 1l6.
Following: line 15
Insert: "Senate"
Following: "Bill"
Insert: "412"

CORRECTED - PRINTING

AND 50-32-301,"
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fsectionl|2. Section 50-32-10ky MCAs is amended to read:

*50-32-10l. Definitions. As used in this chapters the
following definitions apply:

(1} ™Administer™ means the direct application of a
dongerous drugs whether by injections inhalations ingestions
or any other meanss to the body of a patient or research
sub ject by:

(a) a practitioner (or by his authorized agent); or

{b} the patient or research subject at the direction
and in the presence of the practitioner.

{2) “Agent™ means an authorized person who acts on
behalf of or at the direction of a manufacturers
distributors or dispenser. It does not include a2 common or
contract carriery public warehousemans or employee of the
carrier or warehouseman.

{3}y “Board®™ means the board of pharmacists provided
for in 2-15-1609.

{4) TBureau" means the buresu--of--parcotres—-ond
dangerous——drogs drug_ _enforcement _adminjstratione United
States department of justices Or its SUCCesSSOr agencys

{5) "Counterfeit substance” means a dangerous drug
which or the container or labeling of which without
auvthorization bears the trademarky trade namey or other
identifying marks imprinte numbers or device or any likeness
thereof of a manufacturers distributors or dispenser other
than the person who in fact mamufactureds distributed. or
dispensed the druge

{6) "Dangerous drug* means a drugs substances or

imrediate precursor in Schedules I through ¥V hereinafter sat

, sB Y&
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{T) *"Deliver™ or *delivery® @eans the actualy
constructives Oor attempted transfer from one person to
another of a dangerous drugs whether or not there is an
agency relationshipe

(B) "Department™ means the department of professional
and occupational licensing provided for in Title 2+ chapter
15+ part 16.

(9) "Dispense® means to delViver a dongerows drug to on
ultimate user or research subject by or pursuvant to the
tawful order of a practitionere including the prescribings
administerings packaginge labelings or compounding necessary
to prepare the drug for that delivery.

{10} *Dispenser™ mseans a practitioner who dispenses.

(11) *Distribute™ means to deliver other than by
administering or dispensing a dangerous druge

{12} *Distributor® means a person who distributes.

{13} {(a} "Drug” means:

{i) a substance vrecognized as a drug in the official
uni ted States Phar macopoeiav—--offietol——--Homeopathie
Pharmacopoeia——ef—-the-—United-Stavesy-er—officiat /National
Formulary or any supplement to any-of-them jt;

{ii) a substance intended for wuse in the diagnosiss
cures wmitigations treatments or prevention of disease in man
or animals;

{iii) & substance (other than food) intended to affect
the structure or any function of the bady of man aor animals;
and

(iv) a substance intended for use as a component of any
article specified in (a){i)s (a}(ii)r Oor {a)(iii} of this

subsecti ona
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{b) ™Orug™ daoes not include a device or its
componentss partsy OFr accessoriess

(l4) "Immediate precursor™ means a substance which the
board of pharmacists finds and by rule designates as being
the principal compound commenly used or produced primarily
for use and which is an immediate chemical intermediary used
or likely to be used in the manufalture of 3 dangerous drugy
the control of which is necessary to preventy curtaily or
Timit manufacture.

(19) (9) "Manufacture® means the productioney
preparation, propagations compoundings conversiony or
processing of a dangerous drug either directly or indirectly
by extraction from substances of natural origine
independently by means of chemical synthesisy or by a
combiination of extraction and chemical synthesis and
includes any packaging or repackaging of the drug or
labeling or relabeling of its containers

(b) *"Manufacture™ does not include the preparation or
compounding of a dangerous drug by an individuwal for his own
use or the preparations compoundings packagings or labeling
of & dangerous drug:

(i) by a practitioner as an incident to his
administering or dispensing of a dangerous drug in the
course of his professional practice; ar

{it) by a practitioner or his authorized agent under
his supervision for the purpose of or as an incident to
research: teachings or chemical analysis and not for sales

(16) "Mari juana ({marihuana)" means all plant material
from the genus cannabis containing tetrahydrocannabinol

(THC) of seeds of the genus capable of germinationa
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{17) "Marcotic drug® means any of the followings
whether produced directly or indirectly by extraction from
substances of vegetable origins independently by means of
chemical synthesiss of by 3 combination of extraction and
chemical synthesis:

(a} opium and opiate and any salts compoundy
derivativey or preparation Of opium or aopiate;

(b) any salts compounds isomerys geravatives or
preparation thereof which is chemically equivalent or
identical with any of the drugs referred to in  {17}{a) of
this sections but not including tha isoquinoline alkaloids
of opium;

{c) opium poppy and poppy straw; or

{d) coca leaves and any salte compoundy derivativey or
preparation of coca leaves and any salty compounds i1s50mers
derivatives or preparation thereef which 1is chemically
equivalent or identical! with any of these drugss Dut not
including decocainized coca leaves or extractions of coca
leaves which do not contain cocaine or ecgoninee

{18) *Opiate™ means any drug 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 Jliabilitye.
It does not includees unless specifically designated as a
dangerous drug under 50-32-202s the dextrorotatory isomer of
3-me thox y-n-methylmorphinan and its salts
{(dextromethorpghan). It does include its racemic and
levorotatory formse

{19) "Opium peppy™ means the plant of the species

papaver somniferum l.s except its seeds.

4
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{20) "Parson" means an  individual, corparations
government or governmental subdivision or agencys Dusiness
trusts estates trusts partnershipr» associations or any other
lTegal entitys

(21) "Poppy straw* means all partss except the seedss
of the opium poppy after mowinge

(22) "Practitioner™ seans:

{a} a physicians, dentisty veterinarians scaentific
investigators or other person licenseds registereds or
otherwise permitted to distributes dJdispensay or conduct
research with respect to or to administer a dangerous drug
in the course of professional practice or research in this
statei and

{b) & pharmacy or other institution licensedsy
registereds or otherwise permitted to distributes dispenses
or conduct research with respect to or to administer a
dangerous drug in the course of professional practice or
research in this State.

[23) The term "prescription®™ is given the meaning it
has in 37-T7T-10l.

(24) “Production™ includes the manufactures plantings
cultivations growings aor harvesting of a substance oar drug
regul ated under the provisions of this chaptar.

{25) "State™y when applied to a part of the uUnited
Statess includes any statas districty commonweal thy
territorye nsular possession thereofs and any area subject
ta the legal authority of the United States of America.

{26) "Ultimate user™ means a person who lawfulty
possesses 3 dangerous drug for his own use or for the use of

a member of his household or for administering to an animal
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owned by him or by a member of his household.”

Sectioni3. Section 50~32-208+« MCAs is amended to read:

n50-32~208« Prescription and medical requirements for
scheduled drugs =—-__penaltye. (1) NO dangerous drug in
Schedule II may be di spens ed without the wWritten
prescription of a practitionar.

{2) In emergency situvations, as defined by rule of the
boards Schedule It dr ugs may be dispensed wupon a
practitioner®s oral prescription reduced promptly to writing
and filed by the pharmacye Prescriptions shall be retained
in conformity with the requirements of 350-32-30%9« No
prescription for a Schedule Il drug may be refilled.

(3) A dangerous drug included in Schedule II1 or 1IVe
which i% & prescription drug as determined under the federal
or Montana foods drugs and cosmetitC actss shall not be
dispensed without a written or oral prescription of a
practitioners The prescription shal) ncet be filled or
refitted more than 6 months after the date thereof or be
refilled more than five times unless renewed by the
practitionera

(#) A dangerous drug included in Schedule V shall not
be distributed or dispensed other than faor a medical
pur poses ’

(31 __Any person who violates the_  provisions of _this

section _is__gquilty of a misdemeanor and upon conviction _may

be_fined not to_exceed $14000 or_ ope _imprisoned__in__gcounty

jail__for _a_ term_ not _to exceed_ 1 _yeary or both fined_and

imprisoneda™
Sectionl4. Section 50-32-209, MCAs is amended to read:

"50-~32-20%- Annual republication of schedultes. The
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board shall vrevise and the department shall republ ish the

schedules of dangerous drugs annually. For _the _purposes _of

i

his_ section_ _the mandate to republish may be satisfied by

i

publication in the administrative rules of Montapa _pursuant

to Title 2¢ chapter 4.%

SectionlS « Section 50-32-301s MCAy is amended to read:

*50-32-30l« Annual registration required for
manufacturers distributores or dispenser. (1) Every person
who manufacturess distributess or dispenses any dangerous
drug within this state musty-on-and-after-Jonmary--iv--19F6y
obtain ammually a registration issued by the department in
accordance with board rules.

{2) Persons registered by the board under this chapter
to manufactures distributes dispenses oOr conduct fresearch
with dangerous drugs may possesss manufacturee JdiStributes
dispensey, or conduct research with those drugs to the extent
authorized by their registration and in conformity with the
other provisions of this chaptar.® ¥

Renumber: subsegquent section



