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INTRODUCED BY

A BILL POR AN ACT ENTITLED: “A¥ ACT TO PE CALLED THE
MONTANA DROG PRODOCT SELECTION ACT, ALLOVING FOE PRECDUCT
SELECTION OF CERTAIN PRESCRIBED DRUGS; AMEEDING SECTIONS

27-703 AND 66-1523, R.C.HM, 1947."

BE IT ENACTED BY THE LEGISLATORE CF THE STATE OF SONTANA:

Section 1. Short +title. This act may be cited as the
"Montana Drug Product Selecticn Act",

Section 2. Defipitions, As used in this act the
following definitions apply:

{1} "BRioavailability" smeans the extent and rate of
absorption from a dosagqe form as reflected by the
time-concentration curve of the adsinistered drug in the
systenic circulation.

(2) "Bioequivalent™ means a chemical equivalent which,
when administered to the same individual in the same dosage
regimen, will result in comparable bioavailability.

{3) "Brand name® means the ©proprietary or tbhe
registered trademark pame given to a druvg product by its
manufacturer, labeler, or distributor and placed upon the
drug, its container, label, or wrapping at the time of

packaging.
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{4) "Chemical eguivalent® means drug products that
contain the same amounts of the same therapeutically active
ingredients in the same dosage forms and that meet present
cempendium standards.

{5} "brug product™ aeans a dosage form contaimping cne
or more active therapeutic ingredients along with other
substances included during the manufacturing process.

{6) "“Generic name"™ aeans the chemical or established
nawe of a drug prodact or drug ingredients published in the
latest edition of the official United States Pharsacopoeia
or official Homeopathic Pharmacopceia of the Dpited States.

{7} "Present cospendium standard" means the cofficial
standard for drug excipiepts and drug produacts listed in the
latest revision of the United States Pharmacopoeia and the
National Foraulary.

(8) "“Prescriber™ wmeans a fractitioner licensed under
the professional laws of the state to administer wmedicine
and drugs.

(9) *"Product selection™ means to dispense without the
prescriber’s express aunthorization a differenmt drug product
in place of the drug product prescribed.

{10} "Therapentically equivalent™ means those chemical
egquivalents which, when administered imn the same dosage
regimen, will provide essentially the same therapeutic

effect as measured by the control of a syaptom or a disease
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and/or toxicity.

Section 3. Product selection permitted. (1) Efxcept as
limited by subsection {2) of this section and unless
instructed otherwise by the purchaser, the pharmacist whe
receives a vritten cor oral prescription for a specific drug
product by brand or proprietary name may select an equally
priced or less expensive drug product with the same generic
name, +the same strength, quantity, dose, and dosage form as
the prescrided drug which is, in the pharmacist's
professional opinicn, therapeutically equivalent.

{(2) 1I1If, in the professional opinion of the prescriber,
it is wedically necessary for his patient that an eguivalent
drug product not be selected, the prescriber may so indicate
by certifying in his own handwriting that im his
professional judgment the specific brand name drug produoct
is wmedically necessary for that particular patient. An
example of an acceptable certification would be the notation
"nedically necessary” or words of similar =eaning on the
face of a written prescription. 1In no case may a facsimile
of the bhandwritten signature be preprinted to indicate
"pedically necessary®. In the case of a prescription
transaitted orally, the prescriber must expressly indicate
to the pharmacist that ¢the brané pame drug product
prescribed is medically necessary.

Section 8. MNotice to purchaser. (1} A pharmacist who
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selects a drug product as provided in [sectiom 3] shall
notify the person presenting the prescription of the product
selection, together with the existence and amount of the
retail price difference between the brand name drug preduct
and the drug preduct substituted for it and shall infore the
person presenting the prescription that he wmay refuse the
product selection as provided in [section 37].

{2) FEach pharmacy shall display in a prominent place
that is in clear and uwnobstructed public view, at or near
the place where prescriptions are dispensed, a sign stating,
®This pharmacy may be able to select a less expensive drug
product which is therapeutically equivalent to the one
prescribed by your physician unless ycu or your physician
request otherwise.™ The printing on the sign shall be in
block letters not less thas 1 inch in height.

Section 5. Product selection when no increased cost.
(1} A pharmacist may select a drug product usder [ section
3] only when there will be a savings or no increased cost tc
the purchaser,

{2) 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 nc cvent way

the pharmacist charge a differept professional fee for

dispensing a different drug product tham the drug produact

originally prescribed.
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{3) If the prescriber prescribes a drug product by its
generic name, the pharmacist must, consistent with
reasonable judgment, dispemse the lowest retail priced,
therapeuntically egquivalent brand which is in stock.

Section 6. Records required and labeling. (1) Each
pharmsacist shall maintain a record of any product selection
of a generically equivalent drug product for a prescribed
brand name drug product as provided for in this act.

{2}y Except as provided in subsection (3) of this
section, whem a pharmacist dispenses a selected drug preduct
as authorized, he must label the prescription container with
the name of the dispensed drug product. If the dispensed
drug product does not have a brand name, the prescription
lapel =must indicate the generic pame of the drug product
dispensed along with the npame of the drag troduct's
manufacturer.

{3) Unless the prescriber writes ™do not label" or
words of similar meaning or the prescription or 50
designates in an oral transmission of the prescriptiom, a
prescription dispensed by a pharmacist must bear wupen the
label the name of the medicationm in the container.

Section 7. Product selection not practice of medicine.
The selection of a drug prcduct by a registered pharmacist
under the provisions of this act does not constitute the

practice of medicine.
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Section 8. When vroduct selection evidence of
negligence. {1) A pharsmacist making a product selection
under the provisions of this act assuses nc greater
responsibility for selecting the dispensed dreg product than
he would incur in filling a prescription for a drug product
prescribed by a generic name.

{2) In no event when a pharmacist selects a drug
product will the prescriber be liable in an acticmn for less,
damage, injury, or death to a person caused by the use of
the selected druag product unless the original dreg product
was incorrectly prescribed.

Section 9. BHule =making authorized. The board of
pharmacists may adopt, amend, or repeal rules necessary for
the implementation, continvation, and enforcement o¢f this
act 1in accordance with the Montana Administrative Procedure
Act.

Section 10. Section 27-703, R.C.H. 1987, is amended to
read as follows:

n27-.703. Prohibited acts enuserated. The following
acts and the causing thereof within the state of Montapa are
hereby prohibited:

+4a¥ (1} The wmanufacture, sale or delivery, holding or
offering for sale of any food, drug, device, or cosaetic
that is adulterated or misbranded.

48} (2) The adulteration or misbranding of any foed,
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drug, device, or cosmetic.

46¥{3] The receipt in comwwerce of any food, drug,
device, or cosaetic that is adulterated or misbranded, and
the delivery or proffered delivery thereof for pay or
othervise,

44}y {u) The sale, delivery for sale, bolding for sale,
or offering for sale of any article in vioclation of seetien
27-712 or 27-117.

4e)-{S) The dissemination of any false advertisement.

4£) {6} The refusal to permit entry or inspecticn cor to
permit the taking of a sample, as authorized by secokien
27-722.

49){7) 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 same affeos
+effect)y signed byy and containing the name and address of
the person residing in the state of Montapa from whom be
received in good faith the food, drug, device, or cosmetic.

4h}{8) The removal or disposal of a detained or
esbargoed article in violation of seetien 27-706,

+i){9) The alteration, mutilation, destruction,
obliteration, or resoval of the whole or any part of the
labeling ofy or the doing of any other act with respect to a
food, drug, device, or cosmetic, if such act is dcne while

such article is held for sale and results ip such article
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being adulterated or sisbranded.

434410} Forging, counterfeiting, simulating, or falsely
representingy or, without proper authority, using any mark,
stamp, tag, label, or other identification device authorized
or required by regmlations promulgated under the provisions
of this act or of the Redexal-des federal act.

+4i)>(11) The nusing, on the labeling of any drug or in
any advertisement relating to such drug, of any
representation or suggestion that an application with
respect to such drug is effective under seetien 27-717y or
that such drug complies with the provisions of such section.

434(12) In the case of a prescription drug distributed
or offered for sale im this state, the failure of the
manufacturer, packer, or distributor tbereof to maintain for
transmittaly or to transaity to any practitioner licensed by
applicable law to adainister such drug who makes written
request for information as to suchk drug, trume and correct
copies of all printed eatter which is required to be
included in any package im whichk that drug is distributed or
sold, or such other printed matter as is approved under the
podoral-—det federal act. Nothing im this paragrapk shall be
construed to exempt any person from any labeling requiresent
imposed by or under other provisiocns of this act.

423113} (Counterfeiting trade-marksj),

433{a) Placing or causing to te placed upom any drag

—8—
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or device or contaiper thereof, with intent to defraud, the
trade name or other identifying marky or imprint of another
or any likeness of any of the foregaimg; or

42){b) Selling, dispensing, disposing of, or causing
to be sold, dispensed, or disposed of or concealing or
keeping in possession, control, or custody, vith intenmt to
sell, dispense, or dispose ofy any drug, 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 io a manner
prohibited by subsection +4}{a} hereof; or

+3){c) Making, selling, disposing of, or causing to be
made, sold, or dJdisposed of or keeping in possession,
control, or custodyy or concealing, vwith intent to defraud,
any punch, die, plate, or other thing desiquned to print,
imprint, or reproduce that trade nase or other identifying
mark or iaprint of another or any likeness of any of the

foregoing upon amy drug, device, or container thereof.

+4e){14) The using by any person to his own advantagey

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

eaployees of the department, or te the courts when relevant
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in any Jjudicial proceeding under this act, any information
acquired wnder authority of this act concerning any method
or process which as a trade secret is entitled to
protection.

4pF415) The distribution in commerce of a consuser
comnodity, as defined in this act, if such comsmodity is
contained in a packagey or if there is affizxed to that
commodity a labely which édoes not confora to the provisions
of this act and of regnlations promulgated under aunthority
of this acty, previdedy-hewavesy—shat—thia This prohibition

shall does not apply to persons engaged in business as

wholesale or retail distributors of consumer commodities
except to the extent that suach persons;

44{a) are engaged in the packaging or 1labeling of
such commoditiesy; or

423+ (b} prescrihe or specify by any means the sanner in
wvhich such cosmodities are packaged or labeled.

44> {16) The 1labeling or packaging of a food, drug, or
cosmetic which fails to conform with the requirements of
this act.

4£3{17) It is unlavful for any persam to sell or offer
for sale any prodect wvhich is in sesblance of honey and
which is labeled, advertised, or otherwise represented to he
honey, &if it is not honey. Any product scld in semklance of

honey which is a blend or #sixture of honey and other

—-10-
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ingredients wmust be labeled in such a way that the name of
the main ingredient added to the hosey will be priated so
that it will be as prominent and conspicuous as the word
honey. The word ™imitation” shall may not be used im the
nase of a product which is in semhlance of honey whether or
pot it contazins any honey. The label for a product which is
not in semblance of homey and which contains hopey may
include the wvord *honey™ in the name of the product, and the
relative position of the word "honey™ in the product namey
and imn the 1list of ingrediemts, when regquired, shall be
determined by its prominence as an ingredient im the
predact.”

Section 11. Section 66-1523, R.C.H. 1987, is amended
to read as follows:

"66—1523., Wrongful 1labeling. (1) It skall—>be is
unlawful for any person who prepares prescriptions, drugs,
medicines, chemicals, or poisons willfeidsyy to__pprposefully
or negligently, er—igaeraptiy-%e omit to label the package
or receptacley gor label it falsely,——substituste—an—artiecle
difforent—iron—the—onc-ordesed—or—devistein-any—sadner—£roa
the-reqiitenents—ofan—erder-—er-prececiption.

f{2) Mo person_may _substitute a_drug different from the

one__ordered ox deviate in_any manner from the reguirements

of an order or  prescriptiop, _except as _provided ipn__the
Hontana Brug Product Selection_ Act,
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42) 43} On prescription drugs, the label shall ccatain
the name and strength of the drug, unless the prescriber

othervise specifies, except as provided in the Montana Drug

Product Selection Act.™

Section 12, Penalties. (1) Ipn addition to all other
penalties provided by 1law, a person vho viclates the
provisions of [sectiomns 3, 4, or 5] or any rule promulgated
as provided in [section 9] shall be fined no more tham $250
for each violatioa.

{2) The penalty imposed under this act may be remitted
or mitigated upon such teras and conditions as the board of
pharsacists considers proper and consistent with the public
health and safety.

(3) & civil penalty imposed under this act becomes due
and payable when the person incurring the penalty receives a
notice in writing fros the board of pharmacists. The notice
shall be sent by registered or certified =ail and wast
include:

(a) reference to the particular sections of the
statute or rule;

{b} a short and plain statement of the matters
asserted as charged;

(c) a statement of the amcunt c¢f the penalty or

.penalties imposed; and

{@8) a statement of the person's right to reguest a

—12-
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hearing.

{4} The persoa to whom the notice is addressed has 20
days from the date of the wotlice io which to make written
application for a hearing before the board of pharmacists.

Section 13, Severability. If a part of this act is
invalid, all valid parts that are severable from the invalid
part remain in effect, If a part of this act is invalid in
one or msore of its applications, the part remains in effect
in all wvalid applications that are severable from the
invalid applications.

-End-
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Approved by Committee
on Public Health,Welfare
& Safety

HOUSE BILL NO. 286

INTRODUCED BY PALMERy HANSENs KESSLERe COONEY

A BILL FOR AN ACT ENTITLED: AN ACT TO BE CALLED THE
MUNTANA DRUG PRODUCT SELECTION ACTes ALLOWIKRG FOR PRODUCT
SELECTION OF CERTAIN PRESCRIBED DRUGS; AMENDING SECTIONS
27-T03 AND 66~1523¢ ReCoeMe 1347

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

Section lLe Short title. This act may be cited as the
"Mgntana Drug Product Selection Act™.

Section 2. Definitionse As used in this act the
following definitions apply:

{1) “Bioavailability* means the extent and rate of
absorption from a dosage form as reflected by the
time—concentration curve of the administered drug in the
systemic circulationa

{2) "“Bioequivalent™ means a chemical equivalent whichs
when auministered to the same individual in the same dosage
regimzny will rasult in comparable biocavailability.

{3} *"srand name® means the proprietary or the
registered trademark name given to a drug product by its
manufacturers labelers or distributor and placed upon the
druge its containers labele or wrapping at the time of

packaginge
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{4) "“CLhemical equivalent® means drug products that
contain the same amounts of the same therapeutically active
ingredients in the same dosage forms and that meet oresent
compendiums standardse.

(5) ™Drug product™ means 2 dosage form containing one
or more active therapeutic ingredients along with other
substances included durina the manufacturing processes

(6) ™“Generic name® means the chemical or established
name of a drugq product or drug inqgredients published in the
latest adition of the official United States Pharmacopoeia
or official Homeopathic Pharmacopoeia 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.

(8) *®™Prescriber™ means 2 practitioner 1licensed under
the orofessional laws of the state to administer medicine
and drugse

(9} "Product selection®™ means to dispense without the
prescriber®s express authorizZation a different drug product
in place of the drug product prescribeds

]10) "Therapeutically equivalent® means those chemical
equivalents whichy when administered in the same dosage
r2gimzny will provide eassentially the same therapeutic

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

—-2- H8 2B6
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and/or toxicitye

Section 3. Product selection permittede (1} Except as
limited by subsection (2} of this section and unless
instructed otherwise by the purchasers the pharmacist who
receives a written or oral prescripfion for a specific druag
product by brand or proprietary name may select an esqually
priced or less expensive drugq product with the same generic
names the same strengths quantitys doses and dosage form as
the prescribed drug which ise in the pharmacist®s
professional opinions therapeutically equivalent;
BIOEQUIVALENYs AND BIOAVAILABLE.

{2) 1Ifs in the professional opinion of the prescribers
it is medically necessary for his patient that an equivalent
drug product not be selectedy the prescriber may so indicate
by certifying in his own handwriting that in his
professional judgment the specific brand neme drug product
is medically necessary for that particular patiente An
example of an acceptable certification would be the notation
"medically necessary® or words of similar meaning on the
face of @ written prescription. In no case may a facsimile
of the handwritten signature be preprinted to indicate
"medically necessary“. In the case of a prescription
transmitted orallyes the prescriber must expressly indicate
to tne pharmacist that the brand name drun product

prescribed is medically necessary.
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Section 4. Notice to purchasere {1} A pharmacist who
selects a drug product as provided in [saction 3] shall
notify the person presentinn the prescription of the oroduct
selections together with the existence and amount of the
retail price difference between the brand name drug bproduct
and the drug product substituted for it and shall! inform the
person presentina the prescription that he may refuse the
product selection as provided in [section 3].

(2) €ach pharmacy shall display in a prominent place
that is in clear and unobstructed public views at or near
the place where prescriptions are dispensedy a sign statinge
*This pharmacy may be able to select a less expensive druq
product which is therapeutically equivalent to the cne
prescribed by your physician unless you or vyour physician
request otherwises® Tne printing on the sign shall be in
block letters not less than 1 inch in heighte

Section S5« Product selection when no increased costa
(1) A pharmacist may select 2 drug product under [section
3] only when there will be a savings or no increased cost to
the purchasere.

{2) A pharmacist selecting a 1less expensive drug
product must pass on to the purchaser the full amount of the
savings realized by the product selectione. In no event may
the pharmacist charge a different professional fee for

dispensing a different drug poroduct than the drug product

-4 HB 286
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originally prescribed.

(3) If the prescriber prescribes a drug product by its
generic names the pharmacist musty consistent with
reasonable judgments dispense the lowest retail priceds
therapeutically equivalent brand which is in stockas

Section 6« Records required and Jlabelings (1) Each
pharmacist shall maintain a record of any product selection
of a nenerically equivalent drﬁg product for a prescribed
brand name drug product as provided for in this acte

{2y Except as provided in subsection (3} of this
sectiony when a pharmacist dispenses a selected drug product
as authorizeds he must l1abel the prescription container with
the name of the dispensed druq product. If the dispensed
drug product does not have a brand name. the prescription
tabel must indicate the generic name of the druq proguct
disoensed along with the name of +the drug product®s
manufacturere

{3) Unless the prescriber writes “do not label®™ or
words of similar meaning on the prescription or so
designates in an oral transmission of the prescriptions a
orescription dispensad by a pharmacist must bear upen the
Vlabel the name of the medication in the containere

Section T« Product selection not practice of medicines
Tne selection of a drug product by a registeread pharmacist

under the provisions of this act does not constitute the

-5— HB 286
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practice of medicinee

Section B8« When product selection evidence of
negligences (1} A pharmacist making a3 product selection
under the provisions of this act assumes no qreater
responsibility for selecting the dispensed drug product than
he would incur in filling a prescription for a drug product
prescribed by a generic namee

(2) in-no—event-wnen HHEN a pharmacist selects a3 druag
product witt the prescriber be MAY NOY BE HELD liable in an
action for losses damages injurys or death to a person caused
by the use of the selected drug product untess—the——original
drug—product-was—incorrectty-preseribeds EXCEPT THAT IF THE
ORIGINAL DRUC PRODUCT WAS INCORRECTLY PRESCRIBEDy . THE
BRESCRIBER IS NOT RELIEVED OF LIABILITY.

Section 9« Rule making authorizedes The board of
pharmacists may adopte amends or repeal rules necessary for
the implementations continuations and enforcement of this
act in accordance with the Montana Administrative Procedure
Acte

Section 10« Section 27-703y ReCeMa 1947s is amended to
read as follows:

n271-703, Prohibited acts enumerateds The foliowino
acts and the causing thereof within the state of Montana are
hereby prohibited:

fa¥(l) The manufacturey sale or deliverys holdina or

—f— Ha 286
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offering for sale of any foods druge devices or cosmetic
that is adulterated or misbranded.

t0+4{2) The adulteration or misbranding of any foods
drugs devicey Or cosmetice

te343) The receipt in commerce of any foods druge
devices or cosmetic that is adulterated or misbrandedy and
the delivery or proffered delivery thereof for pay or
otherwises

td¥is) The saley delivery for sales hoVding for saleg
or offering for sale of any article in violation of seetton
27-T12 or 27-T1Te

te¥l2) The dissemination of any false advertisement.

tf1L6) The refusal to permit entry or inspection or to
permit the taking of a sampley as authorized by seetion
2T7-122»

f94l1) The giving of a gquaranty or undertaking which
guaranty or undertaking is falsey except by a person who
relied on a quaranty or undertaking to the same affect
teffect} signed byy and containing the name and address of
the person residing in the state of Montana from whom he
received in good fFaith the foods drugs devices or cosmetice

th3¥i8} The removal or disposal of a detained or
embarced article in violation of asetien 27-706.

++342) The atterations mutilatione destructions

obliterations or vemoval of the whole or any part of the
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labeling ofy or the doing of any other act with respect to a
foods druqge devices or cosmetice if such act is done while
such article is held for sale and results in such article
peing adulterated or misbranded.

+$+110} Forgings counterfeiting, simulatinoe or falsely
representings ory without proper authoritys using any marks
stamps taqgy labelgs or other identification device authorized
or reaquired by regulations promulgated under the provisions
of this act or of the fFederad-Aet faderal _acte.

t+ie¥(1l1l) The usings on the labeling of any drug or in
any advertisement relating to such druge of any
representation or suggestion that an application with
respect to such drug is effective under seetion 27-71l7y or
that such drug complies with the provisions of such section.

+34(12) In the case of a prescription drug distributed
or offered for sale in this states the failure of the
manufacturers packers or distributor thereof to maintain for
transmittaly or to transmity to any practitioner licensed by
applicable law to administer such drug who makes written
request for information as to such drugs true and correct
copies of all printed matter which is required to be
included in any package in which that drug is distributed or
solds or such other printed matter as is approved under the
Federai-tet federal acte Nothing in this paragraph shall be

construed to exempt any person from any labeling requirement

-49- HE 2856
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imposed by or under other provisions of this acte

tm¥{l13) (Counterfeiting trade-marks)g

f+¥{a) Placing or causing to be placed upon any drug
or device or container thereofs with intent to defraudes the
trade name or other identifying markev or imprint of another
or any likeness of any of the foregoing; or

+2){b} Sellings dispensinge disposing ofs or causing
to be solde dispenseds or -disposed of or concealino or
keeping in possessiony controls or custodyr with intent to
selly dispenses or dispose ofy any drugs devices or any
container thereofs with knowledge that the trade name or
other identifying mark or imprint of another or any likeness
of any of the foregoina has been placed thereon in a manner
prohibited by subsection tt¥ila} hereof; or

t3¥fc) Makings sellings disposing ofs or causing to be
mades solds or disposed of or keeping in possessions
controly or custodyy or concealings with intent tc defraude
any punchy dies plates or other thing designed to prints
inprinty or reproduce that trade name or other identifyinag
mark ar imprint of another or any likeness of any of the
foregoing upon any drugs devicea or container thereofe.

{ny~-Biapensing--or—cavaind—to—be-dispensed-a-different
drug—-er—brand-of-drug—in-pltace—of-the-drua-or-prand-of-—drug
ordereg-or-sresertbed-without-the-express—permission—tn-esch

catre—-of-the-person-ordering—or-preseribings
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to3i{l4) The wusing by any person to his own advantager
or revealings other than to the state boarde or officers or
employees of the departments or to the courts when relevant
in any judicial proceeding under this acts any information
acquired wunder authority of this act concerning any method
or process which as a trade secret is entitled to
protection.

tp3{15) The distribution in commerce of a consumer
commodityy as defined in this acty if such commodity is
contained in a packagey or if there is affixed to that
commodity a labely which does not conform to the provisions
of +this act and of regulations promulgated under authority
of this actte previdedy-howevery-that—th+s This prohibition
shetd dges not apply to persons engaged in business as
wholesale or retail distributors of consumer commodities
except to the extent that such persons:

£¥¥{a} are engaged in the packaging or labeling of
such cosmoditiesyi: or

+2¥{b} prescribe or specify by any means the manner in
which such commodities are oackaged or labeled.

+a¥116) The labeling or packaging of a foods druas or
cosmetic which fails to conform with the requirements of
this acte.

tre4{17) It is unlawful for any person to sell or offer

for sale any product which is in semblance of honey and
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wnich is labeleds, advertiseds or otherwise represented to be
honeye if it is not honey. Any oroduct sold in semblance of
honey which is a blend or mixture of honey and other
inaredients must be labeled in such a way that the name of
the main ingredient added to the honey will be printed so
that it will be as prominent and conspicuous as the word
noney. The word "“imitation® she#l pay not be used in the
name of 2 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 wmay
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 list of ingredientsy when requiredys shall be
deternined by its prominence as an ingredient in the
producte®

Section llea Section 66—1523¢ ReCeMe 1947y is amended
to read as follows:

"56~1523. Wrongful tabelinge (1) It shati——be js5
unlawful for any person who prepares prescriptionss druasse
mediciness chemicalsy or poisons witifutiye to purposefully
ar nealigentiys or—+enorantiy—to omit to label the package
or receptacley gr label it falselyy—-substitute-an—erticte
different-from-the-one—ordered-or-deviate—in—asny-manner—from
the-requirements—of-an—order—er-preseription.

{2) _No gersop may suybstitute a drug different from the
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ane_qrdered or deviate in apy menner from _the reqguirements
of ap order or ourescripliopns except as provided ia the
Hoptana Drug Product Selection Acte

£24(32) On prescription druass the label shall contain
the name and strength of the druges unless the prescriber
otherwise specifiess _gxcept as provided in the Montapna _Drug
Product Selection Act."

Section 12. Penalties. (1) In addition to all other
penalties provided by lawy a person who violates the
provisions of [sections 3¢ 4y or 5] or any rule promulgated
as provided in [section 9] shall be fined no more than $250
for each violatione

(2) TYhe penalty imposed under this act may be remitted
er wmitigated upon such terms and conditions as the board of
pharmacists considers proper and consistent with the public
nealth and safetye.

{3) A civil penalty imposed under this act becomes due
and payable when the person incurring the penalty receives a
notice in writino from the board of pharmacistse The notice
shall be sent by registered or certified mail and must
include:

{a) reference to the particular sections of the
statute or rule;

{by a short and plain statement of the matters

asserted as charged;
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(c) a statement of the amount of the penalty or
penalties imposed; and

(d) a statement of the person's right to request a
hearinge

{(4) The person to whom the notice is addressed has 29
days from the date of the notice in which to make written
aopplication for a hearing before the board of pharmacists.

Section 13. Severability; If a part of this act is
invalidy all valid parts that are severable from the invalid
part remain in effect. If a part of this act is invalid in
one or more of its applicationss the part remains in effect
in all wvalid applications that -are severable from the
invalid anplicationse

—End-
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HOUSE BILL NO. 286

INTRODUCED BY PALMERy HANSENs KESSLERs COOUNEY

A BILL FOR AN ACT ENTITLED: "AN ACT TO BE CALLED THE
MUNTANA  DRUG  PRIDUCT SELECTIDON ACTe ALLOWING FOR PRODUCT
SELECTION OF CERTAIN PRESCRIBED DRUGS; AMENDING SECTIONS

27-703 AND 66-15239 RaeloeMe 1947.%

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

Section 1« Short titlee This act may be cited as the
“Montana Drug Product Selection Act®.

Section 2« Definitionse As wused in this act the
following definitions apply:

{1} ‘*“Bioavailability® wmeans the extent and rate of
absorption from a dosage form as reflected by the
time—concentration curve of the administered drug in the
systemic kircu!ation.

{2) ™“Bioequivalant" means a chemical equivalent whichy
when aaministered to the same individual in the same dosage
regimsns will result in comparable bioavailabilitye

(3) ™drand name* means the proprietary cor the
registered trademark name given to a drua product by its
manufacturery labelery or distributor and placed upon the
drugs its container, labels or wrapping at the time of

packaginde
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{4) ™Chemical equivalent®” means drug oroducts that
contain the same amounts of the same therapeutically active
ingredients in the same dosage forms and that meet present
compendium standardse

(5) “Drug product™ means a dosage form containing one
or more active therapeutic ingredients along with other
substances included during the manufacturing processs

(6) "Generic name™ means the chemical or established
name of a drug product or druq ingredients published in the
latest edition of the official United States Pharmacopoeia
or official Howeopathic Pharmacopoeia of the United States.

(7) ™Present compendium standard™ means the officia}l
standard for drug excipients and drug products listed in the
latest revision of the United Statgs Pharmacopoeia and the
National Formularya. '

{B) "Prescriber”™ means a practitioner licensed wunder
tne urofessional laws of the state to administer medicine
and drucdse

(9} ™Product selection® means to dispense without the
prescriber®s express authorization a different drug product
in place of the drug oroduct prescribed.

{10) ®Therapeutically equivalent” means those chemical
equivalents whichs when administered in the same dosage
regimensy will provide essentially the same therapeutic

effect as measured by the control of a symptom or a disease
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and/or toxicitys

Section 3. Product selection permitteds (1} Except as
limitad by subsection (2} of this section and unless
instructed otherwise by the purchasers the pharmacist who
receives a written or oral prescription for a specific druqg
product by brand or proprietary name may select an equally
priced or less expensive drug product with the same generic
names the same strengths quantitys doser and dosage form as
the »orescribed drug which ise in the pharmacist®s
professional opinions therapeutically equivalenti
BIOEQUIYALENT. AND BIGAVAILABLE.

(2) 1Ify in the professional opinion of the prescribersy
it is medically necessary for his patient that an equivalent
drug proeduct not be selecteds the prescriber may so indicate
by certifying in his own handwriting that in his
professicnal judgment the specific brand name 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 meaning on the
face of 3 written prescriptions 1In po case may a facsimile
of the handwritten siagnature be preprinted to indicate
“medically necessary®e In the case of a prescriotion
transwitted orallys the prescriber must expressly indicate
to tne pharmacist that the brand name drua product

prescribed is medically necessarys
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Section 4« Notice to purchaser. (1) A pharmacist who
seleccs a drug poraduct as provided in [section 3] shall
notify the person presenting the prescription of thes product
selections +toaether--with-—the-—sxistence—end-emount—of—the
retait-price—difference-between—the—brand-name-drug-—oroduet
ene—tﬂe—dfuq-pfoduet—substftuted—for-+t—nnd—sﬂa+¥-+nfofm—the
persen——presenting——the——prescripeion that he may refuse the
product selection as orovided in [section 3].

(2) €ach pharmacy shall display in a prominent place
that is in clear and unobhstructed public views at or near
the place where prescriptions are dispenseds a sign statinas
#“This pharmacy may be able to select a Tess expensive drug
product which s therapeutically equivalent to the one
brescribed by your physician unless you or your physician
reauest otherwisee"™ The orinting on the siqgn shalil be in
block letters not Jess than i inch in heighte

Section 5« Product selection when.no increased coste
(1) A pharmacist may select a drug product under [section
3] only when there will be a savinas or no increased cost to
the purchasere

f2¥—-A-—pharmacist——setlectine——a——-tess——expensive——trua
preduct—most—pass-on—to-the—-purcheser—the-fuit-omount-of-the
savines—-reatired-by-the-prodoct—setections—in-no-event-moy
the-pharmacist--charge——a-—different——-professionat——fee——for

disrensing-—-p--different—-drug-product-than-the—drug-product
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ortairnatiy-preseritbeds

+>%¥42) 1f the prescriber prescribes a drua sroduct by
its _e=neric namey the pharmacist mustey consistent with
reasoiible judcments dispense tha Jlowest retail oriceds
theranreutically eguivalent brand which is in stocke

Section 6e Records required and labelinges {11 £ach
pharmacist shall maintain a record of any product selection
of a cenerically equivalent drug product for a prescribed
brand name drug product as provided for in this act. )

t2¥y-—Execept-os--provided——in——subsection—{3}——of-—this
sectiony—when—a—pharsacist-dispenses—a—setected-drug-product
ass-authoritedy—he-mist-tabel—the-preseription-contuiner—with
the-—nane——of-—the-dispensed—drug-products——if-the—dispansed
drog-sroduct-dees—not—have—a—brend-—nemey——the—-preseription
Fabet-—must-—radteate——the-—generte—nane—of —the-drug—product
dispensed——atong——with—-the—-name——of-—the——drun--—productts
menufeetu}ert

t34-~-Untess——the—prescriber——writes—-%do-not—topets-or
words-—ef-~simttar-—meaning-—on--the-—-prescrintion———or—-so
des%gnéees--in-—an——ora+—transm+sa+en—o§-the—pfescfipt+ony-a
preseription—dispensed—by-a—pharmecist-sust-—bear——upon-—the
tabet-tne-nsme-of-the—medicoation—in—the-containers

saction 7e« Product selection not practice of medicines
ine selection of a druc nroduct by a registered pharmacist

under the provisions of this 3ct does not constitute the
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practice of medicines

Section 8. When product selectinn evidence of
negligencees {1) A pharmacist making a product selection
under the provisions of this act assumes no areater
responsisility for selectinn the dispensed drug product than
he woulg ipncur in fillina a prescription for a drug product
prescribed by a generic namee

(£} En—-no—event-mhen WHEN a pharmacist selects a drua
product w#d the prescriber be MAY NOT BF HELD liable in  an
action for losss damages injurys or death to a person caused
by tne use of the selected drug product uniess-the-originai
drug-product-was—incorrectiy-preseribeds EXCEPT THAY IFf  YHE
ORIGINAL __ DRUG PRODUCT WAS INCORRECTLY PRESCRIBED. JHE
PRESCRABER IS NOT RELXEVED OF LIABILEITY.

Section 9« Rule making authorizede The board of
pharmacists may adopts amends of repeal rules necessary for
the inplementations continuationy and enforcement of this
act in accordance with the Montana Administrative Procedure
Acte

section 1Cs Section 27-7T03¢ ReleMs 19474 is amended to
read 2s follows:

*27-703. Prohibited acts enumeratade The followinn
acts and the causing thereof within the state of Montana are
haereby - ronibited:

te¥{l} The manufactures sale or deliverys holding or
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offeringy for sale of any foody drugy devices or cosmetic
that is adulterated ofF misbranded.

te3{g) The adulteration or misbranding of any food.
druqe davicey or cosmetice

fe¥{}l}l The receipt in commerce of any foods druas
deviczy or <cosmetic that is adulterated or misbrandedy and
the aslivery or oproffered delivery ther=sof for pay or
otherwises

t4¥(4) The sales delivery for sales holding For sales
or offering for sale of any article in violation of section
27-712 or 27-T17e.

te}{3)} The dissemination of any false advertisement.

tF3(} The refusal to permit entry or inspection or to
perait the taking of a sampley as authorizéd by sectien
27T-T722a

ts¥Lil}l The givino of a guaranty or undertaking which
quaranty or undertaking is falses except Ly a person who
reliedl on a quaranty or undertaking to the same affeect
teffectd+ sigred byy and containing the name and address of
the person residing in the state of Montana from whom bhe
received in goaod faith the foods druge devices or cosmetice.

th¥{8) The removal or disposal of a detained or
embarioed article in violation of seetion 27-7T06.

++¥492) The alterations mutilations destructione

onlitarations or removal of the whole or any part of the
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labeling ofy or the doing of any other act with respect to a
foode druge devices or cosmetice if such act is done while
sucit article is held for sale and results in such article
being adulterated or misbranded.

+$%{10) Forginas counterfeitings simulatings or falsaly
representings ora without proper authoritys usinoc any marke
stamps tage labels or other identification device authorized
or required by regulations promulgated under the rravisions
of this act or of the Federod-Aet federal acte.

tk¥{11) The wusings on the labeling of any druq or in
any 3advertisesmant relating to such drugs of any
representation or suggestion that an application with
respect to such drug is effective under ssetéon 27-TiTvy or
£hat such drug complies with the provisions of such sectione

3${12) In the case of a prescription drug distributed
or offered for sale in this states the failure of the
manufacturers packers or distributer thereof to maintain for
transmittaly or to transmity to any practitioner licensed by
applicable law to administer such drug who makes written
request for information as to such drugs true and correct
copies of all printed matter which is reqguired to be
included in ény package in which that druq is distributed or
svids or such other printed matter as is approved under the
Federat-—Aet federal agt- MNothina in this paragraph shall be

construed to exemst any person from any labeling requirement
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imposad by or under other provisions of this act.

tm¥{13) (Counterfeiting trade-marks)s

tx¥fa) Placing or causing to be placed upon any drug
or a=zvice or container thereofs with intent to defrauds the
trade nsme or other identifyina marky or imorint of another
or 3any likeness of any of the foreqoino; or

t2)4b} Sellinge dispensinges disposina ofs or causing
to be solde dispenseds or disposed of or concealing or
keeping in possessiony controly or custodys with intent to
selly dispenses or dispose ofy any drugy device; ar any
container thereofsy with knowledge that the trade name or
other identifying mark or imprint of another or any likeness
of any of the foregoing has been 2laced thereon in a manner
prohitited by subsection ¢i¥{a) hereof; or

+3¥{c) Makings sellingy disposing ofs or causing to be
madas solda or disposed of or keeping in possessions
controls or custodyry or concealings with intent to defraud,
any punche dies platey or other thing designed to prints
imprinte or reproduce tnat tradg name or other identifving
mark or imprint of another or any likeness of any of the
foreaning upon any druqs devices or container thereof.

tr¥-—gispensing-or—cadsinqa—to—be-dispensesd-a-—different
drag--or-brand-of-drus-tn-place—-of—the-drug-or—brand-of-drua
ordered-or—prescribed-without-the-express—permission-in-esch

case—cf-tne-persoen—ordering-or-preseribings
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to¥ll4s) The usinn by any person to his own Aadvantagey
or revealings otner than to the state boards or officers or
emplioyees of the departments or to the courts when relevant
in any judicial proceedina under this actsy any information
acquired under authority of this act concerning any method
or Crocess which as a trade secret is entitled to
protectione

t2¥{1l5) The distribution in commerce of a consumer
commoditys as defined in this acte if such commodity is
contained in a packagey or if there is affixed to that
commodity a labely which does not conform to the provisions
of this act and of requlations promulgated under authority
of this actte providedy—howevery-that—th+s Ihis orohibition
shotd does not apply to persons engaged in business as
wholesale or retail distributors. of consumer commodities
except to the extent that such persons:

+3¥{a) 2re engaged in the packaging or J1abelinag of
sucn commoditiesyi or

¢2¥(D) prescribe or specify by any weans the manner in
wnich such commodities are packaged or labeleda

+q¥(1e) The 1labeling or sackaqing of a foods drugs or
cosmetic which fails to conform with the requirements of
this uctae

tr¥{l1) It is untawful for any persnn to sell or offer

for s3le any product which is in semblance of honey and
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which is labeleds advertiseds or otherwise represrnted to be
honays if it is not honeye Any product sold in semblance of
honey which is a blend or mixture of noney and other
ingredients must be labeled in such a way that the name of
the main inaredient added to the honey will be ©printed so
that it will be as orominent and conspicucsus as the word
honey. The word "imitation®™ shed} may not be used in the
name of a product which is in semblance of honey whether or
not it contains any honeye 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 products and the
relative position of the word “honey®™ in the product namey
ond in the 1list of inaredientss when reguireds shall he
detersined by its prominence as an injredient in the
producte®

Section lle Section 66-1523s ReleMs L1947y is amended
to rexd as followss

*66~-1523e  Wrongful labelince (1) It shati-——be is
unlawful for any person who prepares prescriptionss drunss
madiciness chemicalss or poisons witifultyy to purogsefully
or nealigentlysy eor-+enorantty—+¢o omit to label the package
or receptacler gr 1abtel it falselyy——substitute-—an——articie
different-fromthe-ene—ordered-or—deviate—in-any-manner—from
the-requirenents—of —en-order—or—prescription.

{2} __Ng person may substitute a drug diffecrent from the
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ope__ordered _or deviate in aoy panner from the requirements
of an_order or prescriptions except as oprovided _in _ the
Montana Drug Product Selection Acte

+2¥13) On prescription drugse the label shall contain
the name and strength of the drugs unltess the rrescriber
otherwise specifiessy except 3s provided in the Montapa Drug
Broduct Selection Act."

Section 12« Penaltiess (1) 1In addition to all other
penalties provided by 1Jlaws a person who viclates the
provisions of [sections 3¢ &y or 53] or any rule promulgated
as provided in [section 9] shall be fined no more than $250
for each violatione

{2} Tne penalty inposed under this act may be remitted
or mitigated upon sucn terms and conditions as the board of
pharmacists considers proper and consistent with the public
heaith and safety.

(3} A civil penalty imposed under this act becomes due
and payable when the person incurring the penailty receives a
notic» in writing from the board of pharmacistse. The notice
shall be sent by registered or certified mail and must
incluie:

(2) reference to the particular sections of the
statute or rule;

{®}) a short and plain statement of the matters

assz2rted as charqed;
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{c) a statement of the amount of the penalty or
penaities imposed; and

(d) a statement of the person®s riaght to request a
hearinge

{#) The person to whom the notice is addressed has 20
days from the date of the notice in which to make written
application for a hearing before the board of pharmacistse

section 13. Severabilitye 1f a part of this act is
invaliay 31l valid parts that are severable from the invalid
part remain in effect. If a part of this act is invalid in
one or more of its applicationss the part remains in effect
in a1l wvalid applications that are severable from the
invalid applicationse

-End-

-13- Hi 286



April 2, 1977

STANDING COMMITTEE KEPORT
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" .
Strike: "an equally priced oxr"
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‘op
the face of a written prescription. In no case may a E%CSlmlle
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 may 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 follbws:

1. Amend page 2, section 1, line 8.

Following: 1line 7 _

Insert: " (6) Person means an individual, firm, partnership,
association, corporation, or any other entity, whether organized for
profit or not."

Renumber: all subsequent 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 BIii NO. 286

INTRUDUCED BY PALMERy HANSENe KESSLERs COONEY

A BILL FOR AN ACT ENTITLED: ®AN ACT TO BE CALLED THE
MONTANA DRUG PRODUCT SELECTION ACTe ALLOWING FOR PRODUCY
SELECTION OF CERTAIN PRESCRIBED DRUGS; AMENDING SECTIONS

2T-TO3 AND 661523+ ReCeMa 1947."

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

Section l. Short titlee. This act may be cited as the
“Montana Drug Product Selection Act". .

Section 2. Definitionse As used in this act the
following definitions appiy:

{1) ™3ioavailability" aeans the extent and rate of
absorption from a dosage form as reflected by the
time—concentration curve of the administered drug in the
systemic circulations.

{2) “Bicequivalent® means a chemical aquivalent whiche
when acministered to the same individual in the same dosage
rzgimeny will result in comparable bicavailability.

{3) “Brand name* means the proprietary or the
registered trademark name given to a drug product by its
manufacturery labelers or distributor and placed upon the
drugs its containers labels or wrapping at the time of

packaginge
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-(4) “Chemical equivalent" means drug products that
contain the same amounts of the same therapeuticaliy active
ingredients in the same dosage forms and that meet present
compendium standardse

{5} "Drug product® means a dosage form containing one
or more active therapeutic ingredients along with other
substances included during the manufacturing processs

£6) PERSON MEAMS AN JINDIVIOUAL.  FIRM. PARYTNERSHIPs
ASSUCIATIONs CORPORATION. OR ANY OTHER ENTITYs WHETHER
ORGANIZED FOR PROFIT OR NOTe

£6¥{1Iy ™“Generic name® means the chemical or
established name of a drug product or drug ingredients
published in the Jlatest edition of the official United
States Pharmacopoeia or official Homeopathic Pharmacopoeia
of the United Statese.

+F¥(8) "Present compendium standard® means the
official standard for drug excipients and drugq products
listed in the latest revision of the United States
Pharmacopoeia and the National Formularye.

+83(3) “Prescriber® means a practitioner 1licensed
under the professional 1laws of the state to administer
medicine and drugse

+9+110] "Product selection® means to dispense without
the prescriber's express authorization a different drug

product in place of the drug product prescribed.
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£293{11l) "Therapeutically equivalent® 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/or toXxicitye

Section 3. Product selection permitteds (1) Except as
limited by subsection (2} of this section and unless
instructed otherwise by the purchasery the pharmacist who
receives a written or oral prescription for a specific drug
product by brand or proprietary name may select an--equaliy
priced-—or A less expensive drug product with the same
qgeneric names the same strengths quantitys dosey and d¢~sage
form as the prescribed drug which iss in the pharmacist’s
professional opiniony equivalenty

BIDEQUIVALENTy ANO DIOAVAILABLE.

therapeutically

(2) 1Ify in the professional opinion of the prescribery
it is medically necessary for his patient that an eguivalent
drug product not be selecteds the prescriber may so indicate
by certifying +n-——his—-own-—hendwriting that in his
professional judgment the specific brand name drug product
is medically necessary for that particular patients. #n
exanpte—of-an—acceptobie—certification—woutd-be-the-notation
=medicaliy-—necessaryt-or-words—of——simitar——meaning--~on-—the
face-——of—a-written-prescriptionr——in-no-case—may-s—faecsimite

of-the—-handwritten—-signature——be——preprinted—-to-——indicate

-3- HE 286

10

11

¥4

13

14

15

16

17

18

19

29

21

22

23

24

25

HB 0286705

umedicatly-———necessary®s In the case of a prescription
transmitted orallys the prescribesr must expressly indicate
to the pharmacist that the brand name drug product
prescribed is medically necessary.

Section 4. Notice to purchasere {(l) A pharmacist who
selects a drug product as provided in [section 3] shall
notify the person presenting the prescription of—the-product
selectiony tegether—with—the-existence——and——amount—of-—the
retadi——price—difference—between—the-brand-name—drug—prodoct
and—the—drag-produc t—-substt tuted—for—i+t-and—sheti—inforo-the
pefseﬂ—pfesehtfng—the—pfesefiptieﬂ that he may refuse the
product selection as provided in {section 3].

t2) Each pharmacy shall display in a prominent place
that is in clear and upobstructed public viewsy at or near
the place where prescriptions are dispenseds 8 sign statings
"This pharmacy may be able to select a Tess expensive drug
product which is therepeuticellty equivaient to the one
prescribed bLy vyour physician unless you or your physician
request otherwise«® The printing on the sign shall be in
block letters not less than 1 inch in ha2ighte

Section Se. Product—selection——when-no-increased-costs
ti-—A-pharancist—may-select—a—drug-product——under——fsection
33-onty-when-there—witi-pe-e-savings-or—-no-increased-cost—to
the—purchasers

SAVINGS PASSED . OMs (1) A PHARMACISY SELECTYING A LESS
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SELECTIONS IN NO EVENT MAY THE PHARMACIST CHARGE A DIFFERENT
PROFESSIONAL FEE FOR DISPENSING A OIFFERENT.  ORUC PRUODUCT
IHAN THE DRUG PRODUCT ORIGINALLY PRESCRIGED.
t23——A--phaemacist-—setecting——a—iessr—expensive——drug
preoduct—must—pass—en—to—the-purchaser—the—fuit—emount—of-the
savings—reatized—-by-the-product—selectionr——in—no-event——may
the-—-pharsacist—echarge—a——different—-professional-—fee-for
dispensing-a—different—drug-product—than——the——drog—preduce
originatty-prescribeds .
+33(2) If the prescriber prescribes a drug product by
its generic namer the pharmacist musts consistent with
reascnable judgments dispense the lowest retail pricedy
therapeutically equivalent orand which is in stocke
Seetion—bw—-Records—required——and——tabetingv——t1y—tach
phermactse——shati—-maintain-a—record-of-any-product-seiect+on
of-a-genericatiy—equivotent-drug-product—-—for-——a——preseribed
brond-nanme—drug-product-as—-provided-for—i+n—thia-ascts
t2y-—Except--as—-provided——rn--subsection—-t3y--of—this
sectiony-when—e—pharmacist-dispenses—a-setected—drug-product
as—autherizedy-he-must-tabet-the-preseription-contairner—-with
the—nase-of-the—dispensed-drog-products———if-—the——dispensed
drug-—preduct--does——not-have-a—brand-namey—the-preseription

obet-must—indicate-the—generie—nome——of - —the-—drug--product
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dispensed-—-slong—with--the——nome——of——the—drug——product®s
nanufecturers
t33—tntess-the—prescrrber—writes-—4do-—-not——3Ioheti——or
wordy-——of——3imitar--seanirag-—on—-the——preseription—er—-so
desigretes—in-on—eorat-transaission-of-~the-—preseriptiony——o
prescription-—dispensed-—by-—a-pharascist-mist—besr—upon—the
Fepel—the-name—of-the-medication-in—the—containers

Section 6. Product selection not practice of medicines
The selection of a drug product by a8 registered pharmacist
under the provisions of this act does not constitute the
practice of madicine.

Section T« Hhen product selection evidence of
negligence. (1} A pharmacist making a product selection
undar the provisiops of this act assumes 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 ndmee

(2) #n-no-event—when HHEN a pharmacist selects a drug
product wi¥t the prescriber be MAY NOT BE HELD liable in an
action for tosss damages injurys or death to a person caused
by the use of the selected drug product untess—the-—originod
drug--product—was—incorrectiy-prescribedy EXCEPT THAT JF THE
GRICINAL DORUG PRORUCT wWAS INCORBRECTLY PRESCRIPEDs THE
PRESCRIBER 15 NOY RELIEVED OF LIABILITY.

Section 8. FRule making authorizede The board of
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pharmacists may adopts amends or repeal rules necessary for
the implementations continuations and enforcement of this
act in accordance with the Montana Administrative Procedure
ACte

Section 9« Section 27-703s ReCeMe 1947+ is amended to
read as follows:

"27-703« Prohibited acts enumerated. The following
acts and the causing thereof within the state of HMontana are
hereby prohibited:

to¥ril) The manufactures sale or deliveryy holding or
offering for sale of any foods drugs devicesx or cosmetic
that is adulterated or misbranded.

tb¥L2)] The adulteration or misbranding of any focd,y
druge devices or cosmeticCas

te¥f3)l The receipt in commerce of any foods drugs
devices or cosmetic that is adulterated or misbrandedy and
the delivery or proffered delivery thereof for pay or
otherwisee.

td¥{4) The saley delivery for saley holding for sales
or offering for sale of any article in violation of section
274712 or 27-717.

te¥{3) The dissemination of any false advertisement.

tF¥{6) The refusal to permit entry or inspection or to
permit the taking of a samples as authorized by section

2T~T224
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t9¥(1} The giving of a guaranty or undertaking which
guaranty or undertaking is falses except by a person who
relied on a guaranty of undertaking to the same affect
teffectd signed byy and containing the name and address of
the person residing in the state of Montana froim whom he
received in good faith the foods drugy devices Or cosmetices

th¥{8) The removal or disposal of a detained or
embargoed article in vioclation of seetion 27-T06.

t+4+{3) The alterationy mutiiations destructiony
obliterations or removal of the whole or any part of the
labeling ofy or the doing of any other act with respect to a
foods druge deviceas or cosmetice if such act is done while
such article is held for sale and results in such article
being adulterated or misbranded.

+33410Q) Forginge counterfeitings simulatings or falsely
representingy ors without proper authoritys using any marks
stampes tages labelp or other identification device authorized
or required by regulations promulgated under the provisions
of this act or of the Federel—iect federal acts.

t#+L11l} The usings on the labeling of any drug or in
any advertisement relating to such druys of any
representation or suggestion that an application with
respect to such drug is effective under seetion 27-7l7y or
that such drug complies with the provisions of such sectiones

+++{12) In the case of a prescription drug distributed
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or offered for sale in this states the Ffailure of the
manufacturers packery or distributor thereof to maintain for
transmittaly or to transmity to any practitioner licensed by
applicable T1aw to administer such drug who makes written
request for information as to such drugs true and correct
copies of all printed matter which is required to be
included in any package in which that drug is distributed or
solds or such other printed matter as is approved under the
Federad——Aet federal acte Nothing in this paragraph shall be
construed to exempt any person from any iabeling requirement
imposed by or under other provisions of tpis acte

tm+{13) (Counterfeiting trade-marks)s

+¥(a) Placing or causing to be placed upon any drug
or device or container thereofs with intent to defrauds the
trade name or other identifying marky or imprint of another
or any likeness of any of the foregoing: or

t+2)4ih} Sellings dispensings disposing ofs or causing
to be solde dispenseds or disposed of or concealing or
keeping in possessions controls or custodys with intent toc
selly dispensey or dispose ofy any drugs devices or any
container thereofs with knowledge that the trade name or
other identifying mark or imprint of another or any likeness
of any of the foreygoing has been placed thereon in a2 manner
prohibited by subsection t¥¥(a) hereof; or

+3¥4c) Makings sellingy disposing ofa or causing to be

s HY 286
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made.- solds or disposed of or Kkeeping in possessions
controls or custodywy or concealings with intent tol defrauds
any punchs dies platesy or other thing designed to printe
imprints or reproduce that trade name or other identifying
mark or isprint of another or any likeness of any of the
foregoing upon any druge devices or container thereof.

tni——Bispensing-or-eausing—to-be—dispensed-a——different
drug--er-brend-of-drug—in-plece—of-the—drug-or—brand-of—-drug
ordered—or—prescribed—without—the-express—permission—in—sech
case—of-the-person-orderitng-or—preseribings

to3(l4) The using by any person to his own advantager
or revealings other than to the state boarde or officers or
employees of the departments Or to the courts when relevant
in any judicial proceeding under this acts any information
acquired under authority of this act concerning any method
or process which as a trade secret is entitled to
protectione

tp¥{1%) The distribution in commerce of a consumer
commoditys as defined in this acte if such commodity is
contained in a packagey or if there is affixed to that
commodity a labely which does not conform to the provisions
of this act and of regulations promulnated under authority
of this actts previdedy-howevery-that-thés Ihis prohibition
shedt daes not apply to persons engaged in business as

wholesale or vretail distributors of consumer commodities
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except to the extent that such persons:

t¥tia)l are engaged in the packaging or labeling of
such commoditiesyi or

t2}ih) prescribe or specify by any means the mamner in
which such commodities are packaged or labelede

fq3Lll&) The 1labeling or packaging of a foods drugs or
cosmetic which fails to conform with the requirements of
this acte

tr¥ill} It is unlawful for any person to sell or offer
for sale any product which is in semblance of honey and
which is labeleds advertisedy or otherwise represented to be
honeye if it is not honey. Any product sold in semblance of
honey which is a bilend or mixture of honey and other
ingredients must be labeled in such a way that the name of
the main ingredient added to the honey will be printed so
that it will be as prominent and conspicuous as the word
honeye The word "imitation® shaid gay 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 way
inﬁlude the word “honey® in the name of the productsy and the
relative position of the word “honey" in the préduct namey
and in the 1list of ingredientsy when requiredy shall be
determined by its prominence as an ingredient in the

product.™
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Section 10 Section 66—~1523¢ ReluMa 17474y is amended
to read as folliows:

"66—1523. MWrongful labelings {1} It -shait-—pe is
untawful for any person who prepares prescriptionssy drugss
mediciness chemicalsse or poisons witdfudtyy t0 purposefully
ar negligentlys >er-+gaerent+1-te omit to label the package
or receptacley or label it falselyy--substitute——an——articte
different—from—the-one—ordered-or-deviate—in—ony-nemmer-fron

the—requirements-of—an—order—or—preseription.

£24(3) On prescription drugse the label shall contain
the name and strength of the drugs unless the prescribper
otherwise specifiesy—execept-as—provided-irn-the—Hontana-—Brug
Broduct-Setection—Act.™

Section ll. Penaltiese {1} In addition to all other
penalties provided by laws a person who violates the
provisions of [sections 3y 4s of 5] or any rule promulgated
as provided in [section 9] shall be fined mo more than $250
for each violatione.

{(2) The penalty imposed under this act may be remitted
or mitigated ugon such terms and conditions as the board of

pharmacists considers proper and consistent with the public

=12~ Hb 286



10
11
12
13
14
15
16
17
18
19
20
21
22

23

HB 0286/05

health and safety.

{3) A civil penalty imposed under this act becomes due
and payable when the person incurring the penalty receives a
notice in writing from the board of pharmacistss The notice
shall be sent by registered or certified mail and must
include:

{a) reference to the particular sections of the
statute or rule;

{b} @ short and plain statement of the matters
asserted as charged;

(c) a statement of the amsount 9f the penalty or
penalties imposed; and

(d) a statement of the person's right to reéquest a
hearinge

{4) The person to whom the notice is addressed has 20
days from the date of the notice in which to make written
application for a hearing before the board of pharmacistse

Section 1l2. Severability. If a part of this act is
invalides all valid parts that are severable from the invalid
part remain in effecte 1If a part of this act is invalid in
one or more of its applicationss the part remains in effect
in all valid applications that are severable from the
invalid applications.

-End-
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