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IIITRODUCI!!D 

I BILL FOR IN ACT ENTITLED: •&& ACT TO BE CALLED THE 

RO&~lHl DROG PRODUCT SELECTIOH ACT, lLLOVIHG FOR PRODUCT 

SEL!CTIOB Of CERTAIN PRESCRIBED DRUGS; AR!RDIIG SBCTIOIS 

27-703 AMD 66-1523, R,C.!, 1947." 

BE IT ENACTED Bl THE LEGISLATOR! OF TH! STATE OP ROITAIA: 

Section 1. Short title, This act aay be cited as tbe 

"!ontana Drug Product Selection let•. 

Section 2. Definitions. Is used in this act 

following definitions apply: 

the 

(1) "BioaYailabilitJ" •eans the eitent and rate of 

absorption fro• a dosage form as reflected by the 

ti•e-concentration curve of the ad•inistered drug in the 

systeaic circulation. 

(2) "Bioeguivalent" aeans a che•ical eqniYalent vbich, 

when adaiuistered to the sa•e individual in the saae dosage 

regi•en, will result in co•parable bioawailability. 

(3) "Brand na•e11 aeans the proprietary or the 

registered tradeaark naae given to a drug product by its 

aanufacturer, labeler, or distributor and placed upon the 

drug, its container, label, or wrapping at the ti•e of 

packaging. 
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(q) "Cheaical equivalent• aeans drug products that 

contain the sa•e a•ounts of the saae therapeutically acti~e 

ingredients in the sa•e dosage foras and that aeet present 

coapendiu• standards, 

(5) MDrug productM •eans a dosage fora containing one 

or aore active therapeutic ingredients along with other 

substances included during the aanufacturing process. 

(6) "Generic naae• •eans the cheaical or established 

naae of a drug product or drug ingredients published in the 

latest edition of the official United States Pharaacopoeia 

or official Bo•eopathic Pharaacopoeia of the United States. 

(7) "Present co•pendiua standard• aeans the official 

standard for drug eicipients and drug products listed in the 

latest reYision of the United States Pharaacopoeia and the 

Rational roraulary. 

(8) "Prescriber• aeans a fractitioner licensed under 

the professional laws of the state to ad•inister aedicine 

and drug~. 

(9) "Prodnct selection• aeans to dispense without the 

prescriber's express authorization a different drug 

in place of the drug product prescribed. 

product 

(10) "Therapeutically equivalent" aeans those chemical 

equivalents vbich, when adainistered in the saae dosage 

regiaen, will provide essentially the saae therapeutic 

effect as •easured by the control of a syaptn• or a disease 
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and;or toxicity. 

Section 3. Product selection per•itted. (1) !xcept as 

li•ited bJ subsection (2] of this section and unless 

instructed otherwise bJ the purchaser, the phar•acist who 

receives a written or oral prescription for a specific drug 

product by brand or proprietary na•e aay select an equally 

priced or less expensive drug product with the saae generic 

na•e, the sa•e strength, quantity, dose, and dosage fora as 

the prescribed drug which is, in the pharaacist•s 

professional opinion, therapeutically eqniYalent. 

(2) If, in the professional opinion of the prescriber, 

it is •edicallJ necessary for his patient that an eqniYalent 

drug product not be selected, the prescriber •ar so indicate 

by certifying in his own handwriting that in his 

professional judg•ent the specific brand naae drug product 

is •edically necessary for that particular patient. An 

exa•ple of an acceptable certification would be the notation 

"aedically necessary" or words of si•ilar aeaning on the 

face of a written prescription. In no case aay a facsiaile 

of the handwritten signature be preprinted to indicate 

"•edically necessary". In the case of a prescription 

transaitted orally, the prescriber •ust expressly indicate 

to the pharaacist that the brand naae drug product 

prescribed is •edically necessary. 

Section Q. Notice to purchaser. (1} A pharmacist who 
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selects a drug product as provided in (section 3] shall 

notify the person presenting the prescription of the product 

selection, together with the existence and a•oant of the 

retail price difference betveen the brand naae drug product 

and the drug product substituted for it and shall infor• the 

person presenting the prescription that he aay refuse tbe 

product selection as provided in (section 3]. 

(2] Each pharDacy shall display in a pro•inent place 

that is in clear and unobstructed public view, at or near 

the place where prescriptions are dispensed, a sign stating, 

"This phar•acy may be able to select a less expensiwe drug 

product which is therapeutically equiYalent to the one 

prescribed by your physician unless you or your physician 

request otherwise." The printing on the sign shall be in 

block letters not less than 1 inch in height. 

Section 5. Product selection when no increased cost. 

(1) A pharaacist •ay select a drug product under [section 

3] only when there will be a savings or no increased cost tc 

the purchaser. 

(2) A phar•acist selecting a less expensiYe drug 

product •ust pass on to the purchaser the fall a•ount of tbe 

saYings realized by the product selection. In no event Day 

the pharaacist charge a different professional f8e for 

dispensing a different drug product than the drug product 

originally prescribed. 
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{3) If the prescriber prescribes a drug product by its 

generic naae, the pharaacist aust, consistent with 

reasonable judgaent, dispense the lowest retail priced, 

therapeutically equivalent brand wbicb is in stock. 

Section 6. Records required and labeling. {11 Each 

pharmacist shall aaintain a record of any product selection 

of a generically equivalent drug product for a prescribed 

brand naae drug product as provided for in this act. 

(2} Except as provided in subsection (3) of this 

section, when a pharaacist dispenses a selected drug product 

as authorized, he aust label the prescription container with 

the naae of the dispensed drag product. If the dispensed 

drug product does not have a brand naae, the prescription 

label aust indicate the generic na•e of the drug product 

dispensed along with the naae of the drug product's 

aanufacturer. 

(3} Unless the prescriber writes "do not label" or 

words of si•ilar aeaning on the prescription or so 

designates in an oral transaission of the prescription, a 

prescription dispensed by a pharaacist anst bear open the 

label the na•e of the aedication in the container. 

Section 7. Product selection not practice of aedicine. 

The selection of a drug product by a registered pharaacist 

under the provisions of this act does not constitute the 

practice of medicine. 
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Section 8. lib en product selection evidence of 

negligence. (1) 1 pbar•acist aaking a product selection 

under the provisions of this act assumes no greater 

responsibility for selecting the dispensed drug product than 

be would incur in filling a prescription for a drug product 

prescribed by a generic naae. 

(2} In no event when a pharaacist selects a drug 

product will the prescriber be liable in an action for loss, 

daaage, injury, or death to a person caused by the use of 

the selected drug product unless the original drug product 

vas incorrectly prescribed. 

Section 9. Bole aaking authorized. The board of 

pharaacists say adopt, aaend, or repeal rules necessary for 

the iapleaentation, continuation, and enforce•ent of this 

act in accordance with the ~ontana Adainistrative Procedure 

Act. 

Section 10. Section 27-703, B.C.!. 19Q7, is a•ended to 

read as follows: 

"27~703. Prohibited acts enuaerated. The following 

acts and the causing thereof within the state of !ontana are 

hereby prohibited: 

~111 The aannfacture, sale or delivery, holding or 

offering for sale of any food, drug, deviceL or cosaetic 

that is adulterated or aisbranded. 

~Jll The adulteration or aisbranding of any food, 
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drug, device~ or cos•etic. 

;ctJll The receipt in coaaerce of any food, drag, 

device~ or cosaetic that is adulterated or •isbranded7 and 

the delivery or proffered delivery thereof for pay or 

otherwise. 

~l!l The sale, delivery for sale, holding for sale~ 

or offering for sale of any article in violation of 

27-712 or 27-717. 

~~j~l The disseaination of any false advertise•ent. 

~~12l The refusal to per•it entry or inspection or to 

per•it the taking of a sa•ple, as authorized by seetiaa 

27-722. 

~1ll The giving of a guaranty or undertaking which 

guaranty or undertaking is false, except by a person who 

relied on a guaranty or undertaking to the saae ~ 

~ffectt signed by7 and containing the na•e and address of 

the person residing in the state of ~ontana fro• Mhoa be 

received in good faith the food, drug, deviceL or ccsaetic. 

~J]l The reaoval or disposal of a detained or 

eabargoed article in violation of sestieB 27-706, 

-ti+JU The alteration, mutilation, destruction, 

obliterationL or reaoval of the whole or any part of the 

labeling ofT or the doing of any other act with respect to a 

food, drug, deviceL or cosaetic, if such act is dcne while 

such article is held for sale and results in such article 
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being adulterated or aisbranded. 

+ftllQl Forging, counterfeiting, siaulating, or falsely 

representin9T orL without proper authority~ using any aark, 

staap, tag, label~ or other identification device authorized 

or required by regulations proaulgated under the provisions 

of tbis act or of tbe PeieEal le~ fede{al act. 

~1..!11. The using, on tbe labeling of any drug or in 

any advertiseaent relating to such drug, of any 

representation or suggestion that au application with 

respect to such drug is effective under seetiea 27-717T or 

that such drug coaplies with the provisions of such section, 

~1111 In the case of a prescription drug distributed 

or offered for sale in this state, the failure of the 

aanufactarer, packer~ o~ distributor thereof to aaintain for 

transaittal7 or to transait7 to anr practitioner licensed by 

applicable law to adainister such druq who aakes written 

request for inforaation as to such drug, true and correct 

copies of all printed aatter which is required to be 

included in any package in which that drug is distributed or 

sold, or such other printed matter as is approved under the 

l!'aolon;al aet federal act. sotbing in this pa~agraph sball be 

construed to exeapt anr person fro• any labeling requireaent 

iaposed by or under other provisions of this act. 

t-t111l (Counterfeiting trade-aar~s)~ 

~JAL Placing or causing to te placed upon any drug 

-8-



' 

2 

3 

q 

5 

6 

7 

8 

9 

10 

1 1 

12 

13 

111 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

LC 0192/0 1 

or device or container thereof, with intent to defraud, the 

trade naae or other identifying •ark7 or i•print of another 

or any likeness of any of the foregoing; or 

~)JBl Selling, dispensing, disposing ofL or causing 

to be sold, dispensedL or disposed of or concealing or 

keeping in possession, control~ or custody, vith intent to 

sell, dispense£ or dispose of7 any drug, deYiceL or any 

container thereof, vith knowledge that the trade naae or 

other identifying •ark or i•print of another or any likeness 

of any of the foregoing bas been placed thereon in a 

prohibited by subsection ~~Jal hereof; or 

aanner 

~l£1 ~aking, selling, disposing of£ or causing to be 

aade, sold£ or disposed of or keeping in possession, 

control£ or custody7 or concealing, vith intent to defraud, 

any punch, die, plate£ or other thing designed to print, 

imprint, or reproduce that trade na•e or other identifying 

aark or iaprint of another or any likeness of any of the 

foregoing upon any drug, deYiceL or container thereof. 

(Ill lliefeasiB'J ~~~ ea&si&'J \e lie eis~easee a tliffe~ea\ 

SFB'J &£ BE&Bi ef iEB'J ia f'laee sf \ae eE&'J 9£ BEaBi &f iEB'J 

&Ei9Eei 9£ pEe&&£illei wi\llee\ \lla eBpFe&s peFaissi9a ia eaeh 

~l!!L The using by any person to his own advantage7 

or revealing, other than to the state board, ~ officers or 

e•ployees of the departaent, or to the courts vhen releYant 
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in any judicial proceeding under this act, any inforaation 

acquired under authority of this act concerning any aethod 

or process which as a trade secret is entitled to 

protection. 

~~~~ The distribution in coaaerce of a consuaer 

coaaodity, as defined in this act, if such coaaodity is 

contained in a package7 or if there is affixed to that 

coaaodity a label7 which does not confora to the provisions 

of this act and of regulations proaulgated under authority 

of this act·h. p~eviiei 1 heweve£1 'lla\ thie This prohibition 

~ does not apply to persons engaged in business as 

wholesale or retail distributors of consuaer coaaodities 

except to the extent that such personsi 

~l!i are engaged in the packaging or labeling of 

such coaaoditieBTi or 

~Jhl prescribe or specify by any aeans the aanner in 

which such coaaodities are packaged or labeled. 

~~ The labeling or packaging of a food, drug, or 

cosaetic"vhich fails to confora vith the reguire•ents of 

this act. 

~111l It is unlawful for any person to sell or offer 

for sale any product vhich is in seablance of boney and 

vhich is labeled, advertised, or otherwise represented to be 

honey, if it is not honey. Any product sold in seablance of 

boney which is a blend or aixture of honey and otber 
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ingredients aust be labeled in such a way that the naae of 

the aain ing~edient added to the honey will be p~inted so 

that it will be as proainent and conspicuous as the word 

honey. The word •iaitation" ~ ~ not be used in the 

naae of a product which is in seablance of honey whether or 

not it contains any honey. The label for a product which is 

not in seablance of honey and which contains honey aay 

include the word •honey" in the naae of the product£ and the 

relative position of the word "honey• in the product naaey 

and in the list of ingredients, when required, shall be 

deterained by its proainence as an ingredient in the 

product." 

Section 11. Section 66-1523, B.C.!. 1947, is aaended 

to read as follows: 

"66-1523. Wrongful labeling. (1) It sllall lie !§ 
unlawful for any person who prepares prescriptions, drugs, 

aedicines, cheaicals~ or poisons willfwlly, to pgrposefolli 

~ negligently~ ee i'aeeaallf te oait to label the package 

or receptacler ~ label it falsely, se&stitvte aa a£tiela 

iiffe£eat feea tke eae e£de£e6 e£ &ewiate ia aay aaaaep fpea 

the pe~aiPeaeate ef aa apia£ e£ ¥£&se£iptiea. 

(21 Jo person 1a1 substitute a drug different froa t~~ 

one ordered or deviate in any aanner froa the reguireaents 

of an order or prescriptio~ ezcept as provided in the 

nontana Drug Product Selection let, 
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~Jll On prescription drugs, the label shall contain 

tbe naae and strength of the drug, unless the prescriber 

otherwise specifies, ezcept as provided in tbe ftontana Drug 

Product Selection Act.• 

Section 12. Penalties. (1) In addition to all other 

penalties provided by law, a person vho violates the 

provisions of [sections 3, 4, or 5] or any rule proaulgated 

as proYided in (section 9] shall be fined no aore than $250 

for each violation. 

(2) The penalty iaposed under this act aay be reaitted 

or aitigated upon such teras and conditions as the board of 

pharaacists considers proper and consistent vith tbe fDblic 

health and safety. 

(31 1 ciYil penalty iaposed under this act becoaes due 

and payable when the person incurring the penalty receives a 

notice in writing froa the board of pharaacists. Tbe notice 

shall be seut by registered or certified aail and aust 

include: 

(a) reference to the particular sections of the 

statute or rule; 

(b) a short and plain stateaent of the aatters 

asserted as charged; 

(c) a stateaent of the aaount cf the penalty or 

.penalties iaposed; and 

(d) a stateaent of the person's right to reguest a 

-12-
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hearing. 

2 (q) The person to vboa the notice is addressed bas 20 

3 days froa the date of the notice in which to aake written 

q application for a hearing before the board of pharaacists. 

5 Section 13. Severability. If a part of this act is 

6 inTalid. all valid parts that are severable froa the invalid 

1 part reaain in effect. If a part of this act is invalid in 

8 one or acre of its applications, the part reaains in effect 

9 in all valid applications that are severable froa the 

10 invalid applications. 

-!nd-
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Approved by Committee 
on Public Health,Welfare 
& Safety 

HOUSE BILL NO. 286 

INTRODUCED BY PAL~ERt HANSEN, KESSLERt COONEY 

A BILL fUR AN ACT ENTITLED: "AN ACT TO BE CALLED THE 

MONTANA DRUG PRODUCT SELECTION ACTt ALLOWING FOR PRODUCT 

SELECTION OF CERTAIN PRESCRIBED DRUGS; AMENDING SECTIONS 

27-703 AND 66-1523t RoCoH• 19~7.• 

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA; 

Section 1. Short title. This act .ay be cited as the 

"Montana Drug Product Selection Act•. 

~ection 2. Definitions. As used in this act the 

following definitions apply: 

(1) •aioavailability• means the extent and rate of 

absorption from a dosaqe form as reflected by the 

time-concentration curve of the adainistered drug in the 

systemic circulation. 

(2) •sioequivalent• means a chemical equivalent which, 

when <!<!ministered to the same individual in the same dosag» 

regim2n, will result in comparable bioavailability. 

(3) "<Hand name• means the proprietary or the 

regist<'red trademark name given to a drug product by its 

manufacturer• labeler, or distributor and placed upon the 

druq, its container, label, or wraopinq at the time of 

packaqinq. 

SECOND R E A D I N G 
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(4) "Chemical equivalent" means drug products that 

contain the same amounts of the same therapeutically active 

ingreJients in the same dosage forms and that meet oresent 

compendiu~ standards. 

(5) •orug productR means a dosaqe for~ containinQ one 

or ~ore active therapeutic inqredients along with other 

subst~nces included durinq the manufacturing process. 

(6) •Generic name• means the chemical or established 

na.a of a drug product or drug ingredients published in the 

latest edition of the official United States Phar~acopoeia 

or official Homeopathic Phar~acopoeia of the United States. 

(7) •Present compendium standard• means the official 

standard for drug excipients and drug products listed in the 

latest revision of the United States Pharmacopoeia and the 

National Formulary. 

(HI •Prescriber• means a practitioner licensed under 

the orofessional laws of the state to administer medicine 

and drU'JS• 

(~) •Product selection• means to dispense without the 

prescriber's express authorization a different druq product 

in place of the drug product prescribed. 

(10) "Therapeutically equivalent• means those chemical 

equivalents which, when administered in the same dosage 

r"qi~'n' will provide essentially the same therapeutic 

effect as measured by the control of a symptom or a disease 

-2- HH 286 
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and/o~ toxicity. 

Section 3. P~oduct selection per~itted. (1) Exceot as 

limited by subsection (2) of this section and unless 

instructed otherwise by the purchaser, the phar.acist who 

receives a written or oral presc~iption for a specific druQ 

product by brand or proprietary name ~ay select an equally 

priced or less expensive drug product with the same generic 

name• the same strength, quantity, dose, and dosage for~ as 

the presc~ibed drug which is, in the pharmacist's 

professional opinion, therapeutically equivalent~ 

BIOEQUIYALENJ. ANP BIOAVAJLABlE. 

~ 

(2) If 9 in the professional opinion of the prescriber• 

it is medically necessary for his patient that an equivalent 

drug product not be selected, the prescriber aay so indicate 

by certifying in his own handwriting that in his 

professional judg~ent the specific brand naae drug product 

is medically necessary for that particular patient. An 

example of an acceptable certification would be the notation 

•medically necessary• or words of similar m~anino on the 

face of a written prescription. In no case may a facsimile 

of th~ handwritten signature be prep~inted to indicate 

•aedically necessary•. In the case of a prescription 

transmitted orally, 

to tne phar•acist 

the prescriber must expressly indicate 

that the brand na~ drun product 

prescribed is medically necessary. 
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SPction 4. Notice to purch~ser. (1) A pharmacist who 

selects a drug product as provided in [saction 3] shall 

notify the oerson presentinn the prescription of the oroduct 

selection, together with the existence and amount of the 

retail price difference between the brand name drua oroduct 

and the druq product substituted for it and s_ha ll inform the 

person presentino the prescription that he ~ay refuse the 

product selection as provided in [section 3]• 

(2) Each pharaacy shall display in a pro•inent place 

that is in clear and unobstructed public viewo at or near 

the place where prescriptions are dispensed, a si~n stating, 

•This phar•acy •ay be able to select a less expensive druQ 

product which is therapeutically equivalent to the one 

prescribed by your physician unless you or your physician 

request otherwise.• Tne printinq on the sign shall be in 

block letters not less than 1 inch in height. 

Section 5. Product selection when no increased cost. 

(1) A pharmacist may select a drug product under [section 

3] only when there will be a savings or no increased cost to 

the purchaser. 

(~) A pharmacist selecting a less expensive drug 

product must pass on to the purchaser the full amount of the 

savings realized by the product selection. ln no event may 

the pharmacist charqe a different professional fee for 

dispensinq a different drug oroduct than the druq product 

-4- HB 286 
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oriqinally prescribed. 

(3) If the prescriber prescribes a drug product by its 

generic name, the pharmacist must, consistent with 

reasonable judq~nt, dispense the lowest retail priced• 

therapeutically equivalent brand which is in stock. 

Section 6. Records required and labeling. (1) Each 

pharmacist shall •aintain a record of any product selection 

of a aenerically equivalent drug product for a prescribed 

brand na•e drug product as provided for in this act. 

(21 Except as provided in subsection (3) of this 

section, when a phar.acist dispenses a selected drug product 

as authorized, he .ust label the prescription container with 

the name of the dispensed druq product. If the dispensed 

druq product does not have a brand na.e, the prescription 

label must indicate the generic name of the drug product 

disoensed along with the name of the drug product•s 

manufacturer. 

(31 Unless the prescriber writes "do not label• or 

words of si~ilar meaning on the prescription or so 

designates in an oral transmission of the prescription, a 

prescriPtion dispens~d by a oharmacist must bear upon the 

label the name of the medication in the container. 

Section 7o Product selection not practice of medicine. 

Tne selection of a drug product by a reqistere~ phar~acist 

under the provisions of this act does not constitute the 
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Section Bo When product 

neql iqence. (11 A pharmacist 

under the provisions of this 

Hd 0286/02 

selection evidence of 

making a product selection 

act assu.es no greater 

responsibility for selecting the dispensed drug product than 

he would incur in filling a prescription for a druq product 

prescribed by a generic name. 

(2) +n-ne-even~-wnen ~ a phar.acist selects a drug 

product w+++ the prescriber be MAY NQI BE HELD liable in an 

action for losso damage. injury, or death to a person caused 

by the use of the selected drug product ~~~-&r+q+ne+ 

WAS 

---~~:::~~~HQ~~R~E~LJIUE~!Y~E~P~~=:~~~ Of LIABILIIIo __lHf 

Section 9. Rule 111aking authorized. The board of 

pharmacists may adoPt• a.endo or repeal rules necessary for 

the implee9ntationo continuation, and enforcement of this 

act in accordance with the Montana Ad•inistrative Procedure 

Act. 

Section 10. Section 27-703, R.~.H. 1947o is amended to 

rea1 dS follows: 

•21-103. Prohibited acts enumerated. The followino 

acts and the causinQ thereof within the state of Montana are 

hereby prohibited: 

tfttLll The manufacture, sale or delivery, holdino or 

_,_ 
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offerinq for sale of any food, drugo device~ or cosmetic 

that is adulterated or misbranded. 

tbt1~ The adulteration or misbranding of any food, 

drug, oevice~ or cos~tic. 

tet~ The receipt in co~•erce of any foodo drugo 

device~ or cos•etic that is adulterated or misbranded? and 

the delivery or proffered delivery thereof for pay or 

otherwise. 

fdt~ The sale, delivery for sale, holding for sale~ 

or offering for sale of any article in violation of ~en 

21-112 or 21-111. 

tet!il The dissemination of any false advertisement. 

tftlAl The refusal to per•it entry or inspection or to 

permit the taking of a sa~le, as authorized by ~~ 

27-722. 

t~tlil The giving of a guaranty or undertaking which 

guaranty or undertaking is false, except by a person wh~ 

relied on a guaranty or undertaking to the same e~ee~ 

teffectt signed by? and containinq the name and ~ddress of 

the person residing in the state of Montana from whom he 

received in good faith the food, drug, device~ or cosmetic. 

t"tLll The remov~l or disposal of a detained or 

e•bar,Joed article in violation of ,_.,+en 27-706. 

ti-t1ll The alteration• muti 1 ati on • destruction, 

obliteration~ or removal of the whole or any part of the 
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labeling of• or the dolnq of any other act with respect to a 

foodo druq, device~ or cosmetico if such act is ~~ne while 

such article is held for sale and results in such article 

being adulterated or misbranded. 

tjtllnl forginqo counterfeitinq, simulatinq, or falsely 

representing. or~ without nroper authority~ using any ~ark• 

sta•po taq, label~ or other identification device authorized 

or rP.quired by regulations promulgated under the provisions 

of this act or of the FedePe+-~ f9dgral act. 

tkt~ The using, on the labeling of any drug or In 

any advertise-nt relating to such drug, of any 

representation or suggestion that an application with 

respect to such drug is effective under seei:+eft 27-717• or 

that such drug complies with the provisions of such section. 

t+tllZl In the cas~ of a prescription drug distributed 

or offered for sale in this stateo the failure of the 

manufacturer, packerz or distributor thereof to maintain for 

transmittal• or to transmity to any practitioner licensed by 

applicable law to administer such drug who m~kes written 

request for information as to such drug, true and correct 

copies of all printed ~atter which is required to be 

included in any packaoe in which that drug is distributed or 

soldo or such other printed matter as is approved under the 

F~+~ei: federal a~. Nothing in this paragraph shall be 

construed to exempt any person from any labeling requirement 
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t•tLLll (Counterfeiting trade-marks)s 
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t~t~ Placing or causing to be placed upon any druo 

or device or container thereof, with intent to defraud, the 

trade naee or other identifying mark? or imprint of another 

or any likeness of any of the foregoing; or 

t~)i~ Selling, dispensinoo disposing of~ or causing 

to be soldo dispensed1 or disposed of or concealino or 

keeping in possession, control~ or custody, with intent to 

sello dispense~ or dispose ofy any druoo device1 or any 

container thereofo with knowledge that the trade name or 

other identifying .ark or i•print of another or any likeness 

of any of the foregoing has been placed thereon in a manner 

prohibited by subsection ~tlal hereof; or 

t~tik! Makin9o sellin9o disposing of1 or causing to be 

madeo solds or disposed of or keeping in possession, 

contr~ls or custody? or concealing, with intent to defraudo 

any puncho dieo plates or other thing designed to printo 

i~print, or reproduce that trade name or other identifying 

mark ~r imprint of another or any likeness of any of the 

foregoinc upon any dru9• devices or container thereof. 

fftt--B+s~ensfft~--e~-e~~ft~~e-be-d+s~~sed-a-d+ff~en~ 

d~u~-b~and-ef-d¥~-+n-p+~e+-~he-drue-&r-b~-e+--d¥~ 

o~e¥ert-o~o~ese¥+bed-w+~hau~-~~e~~~es~-~e¥m+$$+on-+ft-eaeh 

ee§e-ef-~he-~~scn-~de¥+~-or-~e¥+b+nqw 
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teti~ The using by any person to his own advantage? 

or revealing, other than to the state board, o~ officers or 

employees of the department• or to the courts when r.elevant 

in any judicial proceeding under this acto any information 

acquired under authority of this act concerning any method 

or process which as a trade secret is entitled to 

protection. 

tptLl2~ The distribution in commerce of a consumer 

c~.odityo as defined in this acto if such commodity is 

contained in a package? or if there is affixed to that 

com.odity a labely Nhich does not confor• to the provisions 

of this act and of regulations pro.ul~ated under authority 

of this act~~ ~¥O¥+dedy-hawe~~~-tn+s ~ prohibition 

she++ ~ not apply to persons engaged in business as 

Nholesale or retail distributors of consumer commodities 

except to the extent that such personsi 

t+tL4l are engaged in the packaging or labelino of 

such co•moditiesy~ or 

t~tiQl prescribe or specify by any means the manner in 

which such conmodities are oackaqed or labeled. 

t~t~ The labeling or packa~ing of a food, druo, or 

cosmetic which tails to conform with the requirements of 

this act. 

t~ti~ It is unlawful for any person to sell or offer 

for sal~ any product which is in senblance of honey and 
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wnich is labeled, advertised, or otherwise represented to be 

honey, if it is not honey. 4ny oroduct sold in semblance of 

honey ·_,hich is a blend or mixture of honey and other 

inqredients must be labeled in such ~ way that the name of 

the •ain inqredient added to the honey will be printed so 

that it will be as prominent and conspicuous as the word 

honey. The word •i•itation• ~*+ ~ not be used in the 

name of a product which is in seMblance of honey whether or 

not it contains any honey. The label for a product which is 

not in se•blance of honey and which contains honey may 

include the word •honey• in the na.e of the product1 and the 

relative position of the word •honey• in the product na.e. 

and in the list of ingredients, when required, shall be 

deter~ined by its prominence as an ingredient in the 

product." 

Section 11. Section 66-1523, R.c.M. 1947o is amended 

to read as follows: 

"66-1523. Wronqful labeling. 11) It ~-be ..i..:; 

unlawful for any person who prepares prescriptions, drugs, 

medicines. chemicals1 or poisons w+++f~+y. tg uurpo~efullx 

~L ne1ligently1 er-+~ftO~~~o or.it to label the package 

or receptacley QL label it falselyy-sab~*+ta~e~&r~e+e 

d++~ere~~re~~-on~erdered-&r-d~+ete-+n-e"y-me~~-r~m 

the-requ+re~~~-e"-erd~-&r~re~er+pt+o"• 

ill No persgo_m~ substjtyte a dryg different from the 
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QQe_Q~ed pr deyiate in any m?ooer from the requjrement~ 

~{__an_ order or prescrjptjpno e~ as prpyjded_la_tbe 

b~ Dryg prpduct Selectjon 6ct 8 

t~t~ On prescri~tion druqs. the lab~l shall contain 

the n~me and strength of the drug, unless the prescriber 

otherwise specifies1-except as provjded jn tqe Montana _QLUg 

Prodyct SeJectjon A~.· 

Section 12. Penalties. 111 In addition to all other 

penalties provided by law, a person who violates the 

provisions of [sections 3, ito or 5) or any rule pro•ulgated 

as provided in [section 9] shall be fined no more than S250 

for each violation. 

(21 The penalty i~osed under this act .ay be remitted 

or mitigated upon such ter•s and conditions as the board of 

pharm~cists considers proper and consistent with the public 

health and safety. 

(3) A civil penalty i~osed under this act becomes due 

and payable when the person incurrin~ the penalty receives ~ 

notic~ in writin~ fro• the board of phar.acists. The notice 

shall be sent by reqistered or certified mail and must 

include: 

Ia) reference to the particular sections of 

statute or rule; 

the 

(bl a short and plain statement of the matters 

asserted as charQed; 
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1 [c) a statement of the a~ount of the penalty or 

l penalties imposed; and 

3 [a) a statement of the person•s right to request a 

~ hearinq. 

, [4) The person to whom the notice is addressed has 20 

6 days fro~ the date of the notice in which to make written 

7 a~plication for a hearinq before the board of phar~acists. 

~ Section 13. Severability. If a part of this act is 

9 invalid, all valid parts that are severable fro• the invalid 

10 part re~ain in effect. If a part of this act is invalid in 

11 one or .ore of its applications, the part re•ains in effect 

12 in all valid applications that are severable from the 

13 invalid a~plications. 

-End-
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HOUSE BILL HO. 286 

INTRODUCED BY PALMEK, HANSEN, KESSLER, COONEY 

A Bill FOR AN ACT ENTITLED: "A~ 

MUNIA•II OIWG PRODUCT SELfCliON 

SELECflON OF CERTAIN PRESCRIBED 

ACT TO BE CALLED THE 

ACT, ALLOWING FOR PRODUCT 

DRUGS; AftENOlNG SECTlDHS 

27-103 AND 66-1523, R.C.H. 1947.• 

SE IT ENACTED BY THE LEGISLATURE Of THE STATE Of MONTANA: 

Section 1. Short title. This act •ay be cited as the 

"Montana Drug Product Selection Act•. 

Section 2. Definitions. As used in this act the 

followin9 definitions apply: 

(1) •&ioavailability• aeans the extent and rate of 

aDsorption fro• a dosage for• 

ti~ne-concentration curve of the 

svstetJd c c i rcul at ion. 

as reflected by the 

ad•inistered druq in the 

(21 •cioequivalant• means a chemical equivalent which, 

wnen ao~inistered to the sa~e individual in the same dosag~ 

regimen, will result in comparable bioavailability. 

(3) •tlrand name" means the proprietary or the 

registered trademark name qiven to a drun product by its 

manuf~cturer, labeler, or distributor and placed upon the 

drug, its container, label• or wrappin~ at the time of 

packagin9. 
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(41 •che~ical equivalent• means druq oroducts that 

c~ntain tne same amounts of the sa~e therapeutically active 

ingre1ients in the same dosage forms and that meet present 

compendium standards. 

(5) •orug product• •eans a dosage form containin~ one 

or more active therapeutic Ingredients alonq with other 

substances included during the manufacturinq process. 

(bl •Generic na.e• eeans the che•ical or established 

name of a drug product or drug ingredients published in the 

latest edition of the official United States Phar•acopoeia 

or official Ha.eopathic Phar•acopoeia of the united States. 

(7) •Present co•pendiu• standard• •eans the official 

standard for drug exciplents and drug products listed in the 

latest revision of the United States Pharaacopoeia and the 

National For•ulary. 

(B) •Prescriber" ~eans a practitioner licensed under 

tne ~rofessional laws of the state to adeinister medicine 

and drugs. 

(9) •Product selection• means to dispense without the 

prescriber•s express authorization a different druq oroduct 

in place of the druq oroduct prescribed. 

(101 •Therapeutically equivalent" means those chemical 

equiv31ents whicho when administered in the same dosage 

regiment will provide essentially the same therapeutic 

effect as measured by the control of a symptom or a disease 
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andtor toxicity. Section 4. ~otice to purchaser. (l} A pharmacist who 

2 ~ection 3. Product selection permitted. (1} Except as 2 selects a druq 0 roduct as ?rovid~d in [section J] shall 

ci limit2d by subsection (2} of this s2ction and unless 3 notify the person presentin? the prescription of th~ product 

4 instructed otherwise oy the purchaser, the pharmacist who 4 selection. ~~ .. ~~--·~"--~--~~+~~"e~eftd-emou~-e~~ 

5 receive~ a written or oral prescription for a specific dru1 j ~~~a++-p~+ee-d+~~~~ee-e~~~~he-~~fte-ftsm~~~--~seurt 

b product by brand or proprietary name may select an equally " efte-~ft~-dru~prsduet-~ubs~+~uted-+er-+t-ftftd-s"e++-+ft~~m-the 

1 priced or less expensive druq product with the saae generic 1 pe~-..--pre~eft~ift~-tl>e-1'~-e~~+..., that he may refuse the 

a name, the sa111e strengtho quantity, dose, and dosage form as s product selection as orovided in [section 3]• 

9 tne ~rescribed drug which is' in the pharmacist's 9 (2} Each phar~acy shall display in a pro~inent place 

10 professional opinion, therapeutically equivalent ... 10 that is in clear and unobstructed public view, at or near 

11 ~lafQUlYAlENis AND BIPAVAILA&LE. 11 the place vhere prescriptions are dispensed, a siqn statino, 

12 (2) Ifo in the professional opinion of the prescriber, 12 •This pharmacy •ay be able to select a less expensive druq 

13 it is medically necessary for his patient that an equivalent l3 product which is therapeutically equivalent to the one 

l't drug product not be selected, the prescriber aay so indicate 14 prescribed by your physician unless you or your physician 

15o by certifying in his own handwritinq that in his 1:. r~que~t otherwi~e.• The ?rinting on the siqn shall be in 

lb professional judgment the specific brand name druq product lb block letters not less than 1 inch in heiqht. 

11 is medically necessary for that particular patient. An 17 Section 5. Product selection when no increased cost. 

IB example of an acceptable certification would be the notation l<l (1) A pharmacist may select a druq product under [section 

19 •aerlically necessary• or words of similar meaning on th~ H 3) only when there will be a savinos or no incre3sed cost to 

20 face of a written prescription. 1n no case lll.lY a facsimile 2J the purchaser. 

21 of t~e handwritten sionature be oreprinted to indicate 21 t~t--~--ehe~~e+st--se+eetifte--s--+es~--~~~+¥~-ri~~ 

2l •aedical ly necessary•. In the case of a prescriotion 22 pr~eue?-m~t-~ess-eft-te-~he~urehes~-~he-~tt++-~euftt-o~-the 

£3 trans~itted orally, the pr~scriber must expressly indicate 23 s~v+ft~~--re~++Ped-~y-the-e~eduet-~e+eet+eft~--Tft-ft~e¥eftt-mey 

24 to t~e pharmacist that the brand na~e druo product 24 the-p~er•se~t--ehe~~e--e--d+~~~ftt--~e~ess+efte+--~ee--~e~ 

2, prescribed is medically necessary. 25o d+~~eftsift~--e--d+~~e~eftt--dr~-!'~cduet-theft-the-dru~-p~eduet 
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~+~n~++y-p~~se~+~• 

t~t~Zi If the p~escrio~r prescribes a druo ~roduct by 

its ~·oneric name, the pharmlcist must, 

reaso~~ole jud~ment, dispense tha lo~est 

consistent with 

retai 1 priced, 

thera~~utically equivalent ~rand which is in stock. 

s~ction b. Kecords required and labelinq. (1) Each 

phar~~cist shall .aintain a record of any product selection 

of a Generically equivalent druq product for a prescribed 

brand name dru9 product as provided for in this act. 

t~t--Eweep~s--~ev+ded--~-subsee~+on--t3f--e+--en+s 

seet:+oft..--when--pt'te1-.-+st:-<t+sttet'l--e-se+eeted-~~edtte~ 

as-ato~l'l-nedr-l'le--s~hbet-ehe-~es~+pHon-eoni:Mrte1"-.rth 

tl'le--t'laee--e#--the-d+sttenseft-ftio1f<!-1""8Meh--£+-tM--<t+~...,sed 

d~tog-~edtoet-does-net-have-e-bronft--neee~--the-~e~+pt:+en 

tobe+--mtost--+nd+eo~e--the--~-+e-...o~e~-~l'le-drti~-p~edtoet 

d~s~eftsed--o+on~-w+t:h--t:he--neme--e+--the--~---~ee~et~s 

manto+aettt~r .. 

t?t--~n+~s--t:he--~reser~b---•r+t:es---ee-not-h&et•-or 

words--e+--s+e+tsr--meeft+n~--on--t:he--preoer+~t~ft---or---se 

d~~~~"et~~--+n--eft--ere+-~~8~f~~e"-ef-eh~~e~~+p~efty-~ 

preser+ot~eft-rl+o~enoeft-~y-a-phormee~st-~ot--bear--~on--the 

+ebe+-tne-nome-e~-the-med+ee~~n-+n-the-eon~o+n~• 

~?ction 1. Product selectJon not practice of ~edicine. 

lhe selection of a dru~ oroduct by a registered pharmacist 

u~der t·~ provisions of this 3ct does not constitut~ tha 
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s .. ction 8. iolhen product selection 

Hr> OZ!l6/03 

evidence of 

nP.ql i 1"nce. ( 11 A oharnacist making a product selection 

under the provisions of this act assumes no oreater 

responsi~ility for sele~tin~ the dispensed drug product than 

he ~oulo incur in fillinq a prescription for a drug product 

prescribed oy a ~eneric name. 

(Z) £n-~e-ewen~-wh~n ~H a pharmacist selects a druo 

proauct w+++ the prescriber be MAY NOT BE H~ liable in an 

action for losso damage, injury, or death to a person caused 

by t,e use of the selected drug product Uft~-~r+q+ne+ 

dru~-~ed~~-wes-+neorree~ty-preser+bedo EXCEPT THAT IE THE 

~~~L_ DRUG P6QOULl__M!i__INCQRRECILl__fREStRl&1~E 

~~~&_lS_NQJ RELIEVED Of LIABILITXe 

Section 9. Rule making authorized. The board of 

pharm~cists may adopt, amend, or repeal rules necessary for 

the inplementation. continuation. and enforcement of this 

act in accordanc'! with the Montana Administr.-.,tive Procedure 

Act. 

~ection 10. Section 27-703, R.t.M. 1947• is amended to 

read ~s follo~s: 

"ll-703. Prohioit~d acts ~numerated. The followin~ 

acts and the causinQ thereof within the ~tate of Montana arP 

hereby ronibited: 

tetiLl The manufacture, sale or delivery, holdinq or 
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offerinl for s~le of ~ny food, drug, device~ or cosmetic 

that is adulterated or eisbranded. 

t~t~ The adulteration or •isbrandinq of any food• 

druq, device~ or cos•etic. 

tetLll The receipt in co..erce of any food, druq• 

devica~ or cos•etic that is adulterated or eisbrandedy and 

tne oelivery or proffered delivery ther~of for pay or 

otherwise. 

tdt~ The sale, delivery for sale, holdinq for sale~ 

or offering for sale of any article in violation of 

21-112 or 21-111. 

tet.Lll 

~t.LU 

pereit the 

21-12l.. 

The disse•ination of any false advertise.ent. 

The refusal to per•it entry or inspection or to 

takinq of a sample, as authorized by s~+eft 

t~tLLl The givino of a quaranty or und~rtaking which 

quarantv or undertaking is false, except ty a p~rson who 

rel ie·1 "n a guaranty or unoertakinq to the s"lme flf'+ee~ 

teffectt sic]ned byy and containing the na111e and a•1dress of 

the p~rson residing In the state of ~ontana from whom he 

rPcei~ed in good faith the food, drug, device~ or coswetic. 

tht.L~ The removal or disposal of a detained or 

e;nbar.1oed article 'in violation of see~+e~ 27-706. 

t+t.Lll The altP.r;~tion, mutil<~tiono dE>Stf"uction. 

o~lit~r~tion~ or remov3l of the whole or any part of the 
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l~eling ofy or the doing of any other act ~ith respect to a 

food, drugo device~ or CO$ .. tic• if such ~ct is done while 

sue~ article is held for sale and results in such article 

bel ng -3dulterated or ei sbntnded • 

tjt~ Forginq, counterfeiting, si~ulatinq, or falsely 

represontinqy or1 without proper authority~ ~sin~ any •ark. 

sta~p. tag, label~ or othe~ identification device authorized 

or reqoiree by regulations promulgated wnder the ~rnvisions 

of this act ~ ~ the red&Pe+-~ federal act• 

tktLlll The usinq, on the labeling of any druq or in 

any 3dV~tise.~nt relatinq to su<h drug, of any 

representation or suggestion that an application vith 

respect to such drug is effective under see~ 27-717Y or 

that such drug coeplies with the provisions of such section. 

t+t.LiZl In the case of a prescription drug distribUted 

or offered for sale in this state, the failure of the 

manuf3cturero packer~ or distributor thereof to ~aintain for 

transmitt.•Jy or t:o tr,.nslllity to any practitioner 1 icensea by 

applica~le law to administer such druq who makes ~rltten 

request for inforMation as to such drun• true and correct 

copies of all printed matter which is required to be 

inclu~ed in any package in which that drug is distributed or 

svld, or such other printed matter as is 3pproved under the 

~ede~~+--Ae~ teUecal-~t- Nothing in this paragraph shall be 

construed to exempt any person fro~ any labeling requirement 

-d- HE 286 
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tmt~~i {Counterfeitinq trade-~arksJ. 
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~t~~ Placing or causing to be placed uoon any druq 

or o~vice or container thereof• with intent to defraud, the 

trade name or other identifyinq marky or im?rint of another 

or any likeness of any ~f the foreqoino; or 

t~l~ Selling, dispensing, disposino of~ or causino 

to be sol do d i soensed~ or di s·oosed of or conce"l i ng or 

kee~ing in possession. control~ or custody, with intent to 

sell, dispense~ or dispose ofy any drug, device~ or any 

container thereof, with knowledge that the trade name or 

other identifying mark or i~print of another or any likeness 

of any of the foregoinQ has been 3laced thereon in a manner 

prohit- i ted by subsection ~.Lill hereof; or 

t3t~ Making, selling, disposing of~ or causing to be 

~ade, sold~ or disposed of or keeping in possession, 

contr~l~ or custodyT or concealing, with intent to defraud, 

any pu~cho die, plate~ or other thino designed to print, 

imprint, or reproduce that trade name or other iDentifying 

mark or imprint of another or any likeness of any of the 

foreo~inq upon any druq, device~ or container thereof. 

tnt--e+s~en~~n~-or-ee~s~n~-to-be-~~s~ns~-e--d++?~ent 

dr~e--or-bren~-o+-d~s-~n-~+eee-e+-~-dr~-er-brend-o+-dr~e 

er~eree-er-~reser~bed-~~~he~t-~n~ex~ress-~er~~~n-~-eeen 

e~se-e+-tne-~erson-order~n~-er-~reser~b~ft~ 
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t~t~~l The usino hy any person to his own advantaqey 

or revealing, otner than to the state board. or officers or 

enpl~yees of the departaent. or to the courts when relevant 

in any judicial proceedina under this act, any infor•ation 

acquired under authority of this act concerning any ~ethod 

<>r process ~hich as a trade secret is entitled to 

protection. 

t~t~ The distrioution in co-.erce of a consuMer 

coa•odity, as defined in this act, if such coaaodity is 

contained in a packagey or if there is affixed to that 

coasodity a labely which does not cantor• to the provisions 

of this act and of regulations promulgated under authority 

of this act~a proY+dedy-~eYery-t~~ ~ ~rohibition 

~fte++ Q~ not apply to persons engaged in business as 

whole~ale or retail distributors of consuaer commodities 

~xcept to the extent that such persons~ 

t~tLal ~re engaqed in the packaging or l~beling of 

such co~modities•i o~ 

t~t~~ prescribe or specify by any means th~ ~anner in 

wnich such commodities arP. packa~ed or labeled. 

tqt~l The labelinq or ~ackagi~q of a food, druq, or 

cosmetic which tails to conform with the requirements of 

this ~ct. 

trtLlJl It is un1~wful for any person to sell or offer 

for s~l~ any product which is in semblance of honey ao-1 
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w~ich is labeledo advertised, or otherwise repres~nted to be 

honey, if it is not ~oney. Any product sold in semblance of 

honey w~ich is a blend or mixture of honey and other 

inqredients ~ust be labeled in such a way that the name of 

the main inqredient added to the honey will be ?rinted so 

that it will be as ?rominent and consnicuous as the word 

honey. The word •imitation• ~~a++ ma¥ not be used in the 

name of a product which is in semblance of honey whether or 

not it contains any honey. The label for a oroduct which is 

not in semblance of honey and which contains honey May 

include the word •honey• in the name of the product~ and the 

relative position of the word "honey• in the product namey 

and in the I ist of inoredients, when reouired, shall b~ 

deter•ined by its proftinence as an ingredient in the 

product.• 

Section 11. Section 66-1523, R.C.~. l947, is amended 

to re•~ as follows: 

•66-1'>23. Wron<,ful label in<'• (ll It ~~aH-be .ll 

unlawful for any person who prepares prescriptions, druqso 

medicines, chemicals~ or ?Oisons w+++~uHy. ~a_ puroosefull¥ 

~L neoliqently~ ar-+~~rant+y-ta omit to label the packaqe 

or receptac.]ey 2L label it falsely~--~~~t+tute--~--art+e+e 

d+~ferent-~ra~tne-en~orderee-er-d~+ate-+n-ftfty-menner-~o• 

the-r~qtt+remeftts-~-an-&rder-8r-pre~er+pt+a~. 

Ul No~u~~~~tlil~~~il~~~~e 
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.QD~_!l.l:!le.Lf!!L_ar:_~~iiL.;!D.¥ manner t rQ.Il.j,tuL.Ll:..gu i remeots. 

aLa.n_auln_ar:_--Jl.[!:~r..i!)t jon. ~n_a.:; provj de!i i.o.--.tb.l! 

~00~~~~~~~~~~ 

t~t~li On pre3cription druqs, the label shall contain 

tn~ n~m~ ~nd strenqth of the druqo unless the 'rPsCriher 

other~ise specifies~_e~ept as provjded ln-t~~Lana-ULYg 

.f[..Ql1ut;.t_.S tlw;.ll.IULAtl• .. 

Section 12. Penalties. (l) In addition to all other 

penalties provided by 1a~, a person ~ho violates the 

provisions of [sections 3, 4• or 5] or any rule promulg~ted 

as provided in [section 9} shall be fined no more than S250 

for each violation. 

(21 Tne pen~lty i~posed under this act may be remitted 

or •itigated upon such ter~s and conditions as the ~oard of 

pharmacists considers proper and consistent with the public 

health and safety. 

(3} A civil penalty imposed under this act becomes due 

and p3yable when the ~erson incurring the penalty receives a 

notic• in writinq from the board of pharmacists. The noticP. 

shall be sent by reqisterej or certified ~ail ~nd must 

i ncl u ie: 

( ~) reference 

stat.ut~ or rule; 

to the particular sections of the 

(::>) a short and plain statement of the :natters 

assartn~ as charqed; 
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(c) a statement of the amount of the penalty or 

l p~nalties imposed; and 

3 (d) a statement of the person's rioht to reouest a 

4 heariaq. 

~ (41 The person to whom the notice is addressed has 20 

b days trom the date of the notice in which to make written 

appli:ation for a hearing before the board of pharmacists. 

d Section 13. Severability.· If a part of this act is 

9 invaliao all valid parts that are severable from the invalid 

lU cart renain in effect. If 3 part of this act is invalid in 

11 one or ~ore of its applications, the part re.ains in effect 

ll in all valid applications that are severable fro• the 

13 invalid applications. 

-End-
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April 2, 1977 

STANDING COMMITTEE REPORT 
Senate Committee on Public Health, Welfare & Safety 

That House Bill No. 286 be amended as follows: 

1. Amend page 3, section 3, line 6. 
Following: "select" 
Strjke: "an equally priced or" 
Insert: "a" 

2. Amend page 3, section 3, line 17. 
Following: "patient." 
Strike: "An example of an acceptable certification would be the 

notation "medically necessary" or words of similar meaning on 
the face of a written prescription. In no case may a facsimile 
of the handwritten signature be preprinted to indicate "medically 
necessary." 

3. Amend page 4, section 5, line 17. 
Following: "Section 5." 
Strike: lines 17 through 20 in their entirety. 
Insert: "Savings passed on. (1) A pharmacist selecting a less 

expensive drug product must pass on to the purchaser the full 
amount of the savings realized by the product selection. In 
no event roay the pharmacist charge a different professional 
fee for dispensing a different drug product than the drug 
product originally prescribed." 

4. Amend page 5, section 6, lines6.through 9. 
Following: line 5 
Strike: Section 6 in its entirety. 
Renumber: subsequent sections. 

5. Amend page 12, section 11, line 6. 
Following: "specifies" 
Strike:", except as provided in the Montana Drug Product Selection Act~' 



April 4, 1977 

SENATE 
COMMITTEE OF THE WHOLE 

That House Bill No. 286, third reading, be amended as follows: 

1. Amend page 2, section 1, line 8. 
Following: line 7 
Insert: 11 (6) Person means an individual, firm, partnership, 
association, corporation, or ahy other entity, whether brganized for 
profit or not." 
Renumber: all subs~quent subsections 

2. Amend page 3, section 3, line 15. 
Following: "certifying" 
Strike: "in his own handwriting" 

3. Amend page 4, section 4, lines 3 and 4. 
Following: "prescription" 
Strike: "of the product selection" 

4. Amend page 4, section 4, line 13. 
Following: "which is" 
Strike: "therapeutically" 
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HOUSE BILL NO. 286 

INTRUOUCED BY PALMERo HANSENo KESSLER, COONEY 

A BILL FOR AN ACT ENTITLED: •AH 

MONTANA D~G PRODUCT SELECTION 

SELECTION OF CERTAIN PRESCRIBED 

27-703 AND 66-1523, R.C.H. l947o• 

ACT TO BE CALLED THE 

ACTo ALLOWING FOR PRODUCT 

DRUGS; AMENDING SECTIONS 

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

Section 1. Short title. This act aay be cited as the 

•Montana Drug Product Selection Act•. 

Section 2. Definitions. As used in this act the 

following definitions apply: 

(lJ •sioavailability• aeans the extent and rate of 

absorption from a dosage fora as reflected by the 

time-concentration curve 

systemic circulation. 

of the adainistered drug in the 

(2) •aioequivalent• aeans a chemical equivalent which, 

when aoministered to the same individual in the same dosage 

r~gimen, will result in comparable bioavailability. 

(3) •Brand naae" means the proprietary or the 

registered trademark name given to a drug product by its 

manufacturer, labelero or distributor and placed upon the 

drug, its container, label, or wrapping at the time of 

packaging. 
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(41 •cheaical equivalent• aeans drug products that 

contain the same amounts of the saae therapeutically active 

ingredients in the s.ae dosage for•s and that meet present 

compendium standards. 

(51 •orug product• ~eans a dosage form containing one 

or aore active therapeutic ingredients along with other 

substances included during the manufacturing proce$s. 

!6) PERSON HfAHS AN INDIVIQUAL, FIRM, PARTNERSHIPs 

~AJIQN, 'ORPQ&ATIOHo 08 ANY OTHER ENTlTXo WHETHER 

QRGAtiiZED fOB PROfiT QR NOTa 

totlll •Gener ic na.e• ••aruo the che•ical or 

estab1ished name of a d~ug product oc drug ingredient$ 

published in the latest edition of the official United 

States Pharmacopoeia oc official Hoaeopathic Pharaacopoeia 

of the United States. 

t'ft.UU •Present co.., pend iu11 standard• means the 

official standard for drug excipients and drug product$ 

listed in the latest revision of the 

Pharmacopoeia and the National For•ulary. 

United States 

tet~ "Prescriber• means a practitioner licensed 

under the professional laws of the state to administer 

medicine and drugs. 

~t~ "Projuct selection• means to dispense without 

the prescriber's express authorization a different drug 

product in p1~ce of the druq product prescribed. 

-2- H"' 286 
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~etLLll •Therapeutically equivalent• means those 

chemical equivalents which, when administered in the same 

dosage regimeno will provide essentially the s-e 

therapeutic effect as measured by the control of a symptom 

or a disease and/or toxicity. 

Section 3. Product selection permitted. (1) Except as 

limited by subsection (2) of this section and unless 

instructed otherwise by the purchaser, the pharmacist who 

receives a written or oral prescription for a specific drug 

product by brand or proprietary naae may select en--~~ 

pr~~ A less expensive drug product with the saae 

generic na.e, the same strengtho quantityo dose, and ~~sage 

fors as the prescr>bed drug which ist in the pharmacist's 

professional opiniono therapeutically equivalent.s. 

BIDEQUIVALENTe ANO BIOAVAILABLE, 

IZ) lfo in the professional opinion of the prescriber, 

it is medically necessary for his patient that an equivalent 

drug product not be selected, the prescriber may so indicate 

by certifying ~,_-~--" hsndwrH:~ttg that in his 

professional judgment the specific brand name drug product 

is medically necessary for that particular patient. *" 
eoteap+e-&f-trtol~t:at>+e-eert~f'i-eitt+sn-w~loe-t+te-ft~*'"' 

•fted+ee++y-neee~erya~-werd,-~~m++er meening--on--the 

flle<!--..i'-a-wr+tten-pre~pt+on--Tft-no-eo--mey-a--+tlefflri+e 

ef'-ttte--hartdwr+t..,.,_.-~tttre--ee--prepr+rtted--;,a--+~ete 
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••ed+ee++y---nee~&rya,. In the case of a prescription 

transaitted orally, the prescriber must expressly indicate 

to the pharmacist that the brand name drug product 

prescribed is medically necessary. 

Section 4. Notice to purchaser. (11 A pharmacist who 

~elects a drug product as provided in (section 3] shall 

notify the person presenting the prescription of'-the-pr~uet 

$oHee~, ~egether-w+tft-th~t:ettee--I!Jftd---ottftt-ctf'---ttle 

r~e++--priee-d+f'f'et'e~been t:he itrftftcl-fto--drt:t<J-pred­

end-;,he-<frag-preodtte-t:-s~'t:tt'teO-ofor-.rt:-e~he'l-'1--ffH'--the 

p@rsen-pr-esettt+ttg-the--p1"es-~~ that he 11ay refuse the 

product selection as provided in [section 3]. 

(2) Each pharmacy shall display in a prominent place 

that is in clear and unobstructed public viewy at or near 

the place where prescriptions are dispensed, a sign statingo 

"This pharmacy aay be able to ~elect a less expensive drug 

product which is t~erepeut+ee++y equivalent to the one 

prescribed by your physician ualess you or your physician 

request otherwise.• The printing on the sign shall be in 

block letters not less than 1 inch in haight. 

Sect ion 5. f>rod~se+eet:+on--wftt!n-no-i-rtei"eesed-eest:-. 

t+t--A-p~ermeei-st-aey-se~t-e-d~~~eduet--dftder--fseet+en 

3i-<>n+y-.heft-t+>ere-w+++-!oe-a-s-+ft!!)s-er-ne-+nereesed-e<>St:-te 

t:he-p..rehe-rw-

SAVINGS PASSED ~~ftlA&HACIST SELECTING A LESS 
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fXPENSIVE DRUG PRODUCT MYST PASS ON TO I~E PURCHASER IHE 

fUll AMQUNT _Qf_ IHE SAVINGS REALIZED BY THE PRODUCT 

SELECTION, IN NO EVENT KAY THE PHARMACIST CHARGE A DIFFERENT 

PRDEESSIONAL FEE FOR DISPENSING A DiffERENT QSUG PRUDU'I 

ltiAN-Itif-~_f&QUUCJ DRIGINALLX PRESCRI6Ep, 

trt--~--pher.ee~~~-~+e~+ft~-a--+ess--e•pen~•we--d~ 

pf'ee.te~-1"1'Ss-ett-ioe-tohe ptarc he se,.~-tt:t-l+ e-tlnt:-ei'-i<he 

~-+ft~ee+~zed lly t;he preth:te~~~-+n ne event: -oaey 

the--ph-aeri~owge--e--.tH~ prefe :u i one+--He-fof' 

d~~+ft~e-Mf'f'eret'l~ predtlct:-t:hett--'the--drtag--predtte't 

--r,+fte+~e-se ..... bfl .. 

tat~ If the prescriber prescribes a drug product by 

its yeneric namet the pharmacist austt consistent Nith 

reasonable judgment, dispense the lowest retail priced, 

therapeutically equivalent orand which is in stock. 

Seet:1-0t"t-6 .. -~eee~f'et~ttffe.e--artd--+atte+~-t+~8eh 

P"--~~-she++-.e+nt:i!l1-ft-e-f'ee<Ot'd-ef'-'"'Y"1""'odtlet--+eet:+ett 

o-f-.. -9@ftef"+e .. ++y-eqtt+we+ent:-dt'ug-pt"<>dttet--f'1tt'--..--pr<>~bed 

brend-n..,....-drtag-predtl~-es-proY+ded-f'01'-i-n-tht-s-eet:.. 

t~t--~eept;--es--prev+ded--i-n--~ttbseet:1-cn--t3t--ef'-th+s 

seet:+cny-wheft-e-pher~t-d~penses-e--+eetedrdrtag-pr~d~ 

e~tlt:h&r+i!edy-he-~tast-+~e+-t:he-preser+pt;+cn-eonte+n~-w+t:h 

the-neae-o+-the-d+spensed-drta~prcduct:..---+f'--t:he--d+~nsed 

drug--p~od~t--dces--net:-have-a-bren~-nemey-the-prese~pt1-en 

•ebe+-.ust-~nd+eftt:e-t:he-gen~-na.e--e+--tne--dru~--~d~t: 
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d~pelt~ed---a+oftg--rit:h--t:he-__.._-of'--t:he-- d r till ~tr edtlet-'-!1 

•ttfttlf'eeturer.. 

tJ) l:l"less-'tfl...-p-re!let'-i-t>et' wr it:es -d«r-ftet:-4~-­

•-d!l----of'---s-r.ri+ar---en~--on--t:he--preser+pti-en--er--so 

desigftetes in-en-ore+-trans_.,.ss~ef'--t:fte-~eser~ony--e 

pre~r~t:+cn--<i+!l'peft!led--by- a pheraee+st--H-beer tapen ~ 

+abel the-neae-af'-ttw-.ed+eatien in t:he eont:e1-ne.-. 

Section f>, Product selec~ion not practice of aedicine. 

The selection of a drug product by a registered pharmacist 

under the provisions of ~his act does not constitute the 

practice of aedicine. 

Section 7. When product selection evidence of 

negligence. (l} A pharaacist aaking a product selection 

under the provisions of this act assuaes no greater 

responsibility for selecting the dispensed drug product than 

he would incur in filling a prescription for a drug product 

prescribed by a generic na~e. 

(2) +n-ne-eve~wheft ~a pharmacist selects a drug 

product ri++ the prescriber he MAX NOT BE HELD liable in an 

action for losst damage, injury, or death to a person caused 

by the use of the selected drug product un+e!ls-'the--eriginel 

erug--produet:-wes-+ncOf'reet+y~e~e~hedr EXCEPT THAI If THE 

ORIGINAL QRUG PRO~nAS INCQRRECJLY PRESCRlptDo THE 

£~afR 15 NOT RELIEVED Of LIABILIIy, 

Section 8. l<ule making authorized. The board of 
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phar~acists may adopto amendo or repeal rules necessury for 

the impleDantationo continuation, and enforcement of this 

act in accordance with the Montana Administrative Procedure 

Act. 

Section 9. Section 27-703o R.C.H. 1947• is amended to 

read as follows: 

R21-103. Prohibited acts enumerated. The followin3 

acts and the causing thereof within the state of Montana are 

hereby prohibited: 

Tft+llj The aanufactureo 

offering f~ sale of any foodo 

sale or delivery, holding or 

drug, device~ or cosmetic 

that is adulterated or misbranded. 

tht~ The adulteration or misbranding of any foodt 

drug, device~ or cosmetic. 

~t~ The receipt in commerce of any food, drug, 

device~ or cosmetic that is adulterated or misbrandedT and 

the delivery or proffered delivery thereof tor pay or 

otherwise. 

tdt~ The saleo delivery for sale, holding for sale~ 

or offering for sale of any article in violat>on of ~ee~ 

27-712 or 27-717. 

~t~ The dissemination of any false advertisement. 

t~tLAl The refusal to permit entry or inspection or to 

permit the taking of a sample, as authorized by seet+on 

27-722. 
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tgtLil The giving of a guaranty or undertaking which 

guar~nty or undertaking is false, except by a person who 

relied on a suaranty or undertaking to the same e++ee~ 

teffectt signed byy and containing the naae and address of 

the person res>ding in the state of Montana fro•a who::> he 

received in good faith the food, drug, device~ or cosmetic. 

~t~ The removal or disposal of a detained or 

embargoed article in violation of s~e~~ 27-70b. 

t+t~ The alteration, mutilation, destruction, 

obllterati~ or removal of the whole or any part of the 

labeling ofy. or the doing of any other act with respect to a 

foodo drug, device~ or cosaetico if such act is done while 

such article is held for sale and results in such article 

being adulterated or misb~anded. 

tjt~ Forging• counterfeiting, simulating, or falsely 

representingy or~ without proper authority~ using any m3rk, 

stamp. tag, label~ or other identification device authorized 

or required by regulations promulgated under the provisions 

of this act or of the F~~e+-~ federal act. 

tkt~ The usingo on the labeling of any drug or in 

any advertiseaent relating to such dru~• of any 

representation or suggestion that an ~pplication with 

respect to such drug is effective under s~et+on 27-717y or 

that such drug complies with the provisions of such section. 

t+tilZl In the case of a p~escription drug distributed 
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or offered for sale in this stateo the failure of the 

manufacturer, packer~ or distributor thereof to •aintain for 

transaittalT or to trans•itT to any practitioner 1 icensed by 

applicable law to adainister such drug who .akes written 

request for information as to such drug, true and correct 

copie~ of all printed ~atter which is required to be 

included in any package in which that drug is distributed or 

sold, or such other printed •atter as is approved under the 

Fed~~ federal act. Nothing in this paragraph shall be 

construed to exe•pt any person from any labeling requireaent 

imposed by or under other provisions of this act. 

t-t~ (Counterfeiting trade-marks)a 

~tLal Placing or causing to be placed upon any drug 

or device or container thereof, with intent to defraud, the 

trade naae or other identifying markT or imprint of another 

or any likeness of any of the foregoing; or 

~lin! Selling, dispensing, disposing of~ or causing 

to be sol do dispensed~ or disposed of or concealing or 

keeping in possession, control~ or custody, with intent to 

sell, dispense~ or dispose ofT any drugo device~ or any 

container thereof, with knowledge that the trade name or 

other identifying mark or imprint of another or any likeness 

of any of the foregoing has been placed thereon in a •anner 

prohibited by subsection tit~ hereof; or 

t'tlkl ~aking, selling, disposing of~ or causing to be 
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made, sold~ or disposed of or keeping in possession. 

control~ or custodyT or concealing, with intent to defraud, 

any punch, dieo plate~ or other thing designed to print, 

imprint• or reproduce that trade name or other identifying 

aark or imprint of another or any likeness of any of the 

foregoing upon any drug, device~ or container thereof. 

tftt--eHpens-i-ftg-or-eeuri~ be d i spensed---cti+fere.tt 

d~-.H-brend-o~drag-+!t-pJaee o~ t:he ~ag or bro!lft4 of drag 

eeen 

e--oi'~et"SOtt--tlerin!J-or-pt'eset"+trioftgw 

tat.Llli Ttte using by any person to his own advantage? 

or revealing, other than to the state board, or o~ficers or 

eaployees of the department• or to the courts when relevant 

in any judicial proceeding under this act, any information 

acquired under authority of this act concerning any •ethod 

or process which as a trade secret is entitled to 

protection. 

tpt~ The distribution in com.erce of a consumer 

commodity• as defined in this acto if such commodity is 

contained in a packageT or if there is ~ffixed to that 

com~odity a labelT which does not confor• to the provisions 

of this act and of regulations ?romul~ated under authority 

of this act•~ p~¥~T-he•e¥ePT-t:h~-t:~ ~ prohibition 

~e+~ ~~not apply to persons engaged in business as 

wholesale or retail distributors of consuaer commodities 
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except to the extent that such persons~ 

~tLA! are engaged in the packaging or label&ng of 

such co11moditieSTi or 

trtibi prescribe or speciry by any means the aanner in 

which such commodities are packaged or labeled. 

tqt~ The labeling or packaging of a food, drug, or 

cos•etic which fails to confor111 with the requirements of 

this act. 

trtLlll It is unlawful for any person to sell or offer 

for sale any product which is in seablance of honey and 

which is labeled• advertised, or otherwise represented to be 

honey, if it is not honey. Any product sold in semblance of 

honey which is a blend or mixture of honey and other 

ingredients must be labeled in such a way that the name of 

the •ain ingredient added to the honey will be printed so 

that it will be as pro•inent and conspicuous as the word 

honey. The word "imitation• ~ ~ not be used in the 

name of a product which is in semblance of honey whether or 

not it contains any honey. The label for a product which is 

not in semblance of honey and which contains honey may 

include the word •honey• in the name of the product~ and the 

relative position of the word •honey• in the product nameT 

and in the list of ingredients, when required, shall be 

determined by its prominence as an ingredient in the 

product." 
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Section 10. Section 66-1523o R.c.K. 1947o is amended 

to read as follows: 

•66-1523. Wrongful labeling. (1) It ~he++--be ~ 

unlawful for any person who prepares prescriptions, drugso 

medicin~so che111icals~ or poisons wHH'tri+YT to pyrposefulh· 

QL negligently~ er-ignere~+y-te omit to label the package 

or receptacleT DL label it falselyT--~~~~-eft-~e+e 

d1- f fer en~ -:froe-the----~red-ef'-<fey+fte-i-ft-eftT no nne r ~ 

~fte-~eqtt+-~~ en -<'lei' or presel"+pi:-i:oft. 

t2l No person ma¥ sybstitute a dryg different frga tbe 

one ordered· gr deviate in any wanner fro• the reguireeents 

of an order or prescrjptjgn. except as proyided in the 

Montana Oru~ Product Selectjgn Act• 

trt~ On prescription drugs, the label shall contain 

the na•e and strength of the drug, unless the prescriber 

otherwise s~ecifiesy=cxeftPt-o, pro~ft tn=the=Kontona=Urug 

Product-ze+eetton=tct.• 

Section 11. Penalties. (1) In addition to all other 

penalties provided by law, a person who violates the 

provisions of [sections 3, 4o or 5) o~ any rule promulgated 

as provided in [section 9] shall be fined no more than $2~0 

for each violation. 

{2) The penalty imposed under this act may be remitted 

or mitigated upon such terms and conditions as the board of 

pharmacists considers proper and consistent with the public 
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1 health and safety. 

2 (31 A civil penalty imposed under this act beco.es due 

3 and payable when the person incurring the penalty receives a 

4 notice in writing fro• the board of pharmacists. The notice 

s shall be sent by registered or certified mail and must 

6 

7 

include: 

(a) reference 

8 statute or rule; 

to the particular sections of the 

9 (b) a snort and plain state.ent of the .atters 

10 asserted as charged; 

11 (c) a state.ent of the a.aunt of the penalty or 

12 penalties i•posed; and 

13 ld) a stateaent of the person's right to request a 

14 hearing. 

15 (~) The person to who• the notice is addressed has 20 

16 days fr~ the date of the notice in which to sake written 

17 application for a hearing before the board of pharmacists. 

lB Section 12. Severability. If a part of this act is 

19 invalido a11 valid parts that are severable from the invalid 

20 part remain in effect. If a part of this act is invalid in 

ll one or more of lts applications, the part remains in effect 

22 in all valid applications that are severable from the 

23 invalid applications. 

-End-
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