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BILL NO. 3 -
INTRODUCED BY
A BILL FOR AN ACT ENTITLED: "AN ACT TD REQUIRE THE
IDENTIFICATION OF THE ACTUAL MANUFACTURER OF ALL DRUG
PRIDUCTS IN ORDER TO FACILITATE THE IMPLEMENTATION OF THE
MONTANA  DRUG PRODUCT SELECTION ACT; AMENDING SECTIONS

50-31-301 AND 50~31-306¢ MCA."

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA:
Section le« Section 50-31-301s MCAy is amended to read:
*50-31-301. Definitionse ¢y As used in this parts the

term follgwing definitions apply:

11} T"esteb¥iashed Extablished nome®™s with respect to a
drug or ingredient thereof: means:

{a) the applicable official name designated pursuant
to section 508 of the federal act;

{b) if there is no such name and such drug or such
ingredient is an article recognized in an official
compendiums then the official title thereof in such
compendium; or provided thaty where subsection {1)(b) of
this sectiion applies to an article recognized in the United
States Pharmacopoeia and in the Homeopathic Pharmacopoeia
under different official titless the official title used in

the United States Pharmacopoeia shall apply unless it is

~
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labeled and offered for sale as a homeopathic druge in which
case the official title used in the Homeopathic
Pharmacopoeia shall apply;

{c} If neither subsection (1)}(2) nor (1){b) of this
section appliess then the common or usual names if anye of
such drug or of such ingredients

(2) For-the-purpose—of-this-psrtv-the-ters “entibiotie
Aptipliotic drug® wmeans any drug intended for use by wman
containing any quantity of any chemical substance which is
produced by a -}croorganis- and which has the capacity to
Inhibit or destroy microorganisss in dilute solution
{including the chemically synthesized equivalent of any such
substancel}.

I3} _“Magufacturer” means 2 person who fixed the final
iogredients aond prepared the final drug producte®

Section 2. Section 50-31-306s NCAs is amended to read:

®50-31-306« When drug or device misbrandeds (1) A drug
or device shall be deemed to be misbranded:

(a) if Its labeling is false or wmisleading in any
particular;

{b) if in package fore wunless it bears a 1label
containing:

(i} the name and place of business of the
manufacturery as well _as the packery or distributor; and

{il) an accurate statement of the quantity of the

= e B
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contents in terms of welights measures or numerical countj
provided that reasonable wvariation shall be permitted and
exemptions as to small packages shall be allowed in
accordance with regulations prescribed by the department or
issued under the federal act;

(c} if any worde statewments or other information
required by or under authority of this chapter to appear on
the label or labeling is not prominently pltaced thereon with
such conspicuousness (as compared with other wordse
statementsy designse or devices In the labeling) and in such
terms as to render It likely to ba read and understood by
the ordinary individual under customary conditions of
purchase and use}

{d) if it is for use by man and contains any quantity
of tha narcotic or hypnotic substance alpha-eucaines
barbituric acids beta-eucaines bromaly cannabiss carbromaly
chlorals cocae cocainge codeine,s heroing marihuanae
sorphines opiums paraldshydes peyotes sulphonmethanes or any
chemical derivative of such substance whichs after
investigationy has been found to be and designated as
habit-forming by regulations issued by the department under
this chapter or by regulations issued pursuant to section
502{d) of the federal acty uniess its label bears the name
and guantity or proportion of such substance or derivative

and in juxtaposition therewith the statement "Warning-——May

-3

10
11
12
13
14
15
16
27
18
19
20
21
22
23
24

25

LC 1352701

be habit-forming™;

{a) if it is a druge unless its label bears to the
exclusion of any other nonproprietary name (except the
applicable systematic chemical name or the chemical
formula):

{i) the established name (as defined in 50-31-301(1))
of the druge if such there be; and

{ii) in case it is fabricated from two or more
ingredientse the established name and quantity of each
active ingredienty including the kind and quantity or
proportion of any alcoho! and also includings whether active
or nots the sstablished name and quantity or proportion of
any bromidess ethery chloroforms acetanilide acetphenetidinge
amidopyrinesy antipyrines atropines hyoscines hyoscyamines
arsenice digitallise digitalis glucosidess mercurys ouabaine
strophanthine strychnines thyroide or any derivative or
praparation of any such substances contained therein
provided that the requirement for stating the quantity of
the active ingredientss other than the quantity of those
specifically named in this subsection (1l){e)(ii)» shali
apply only to prescription drugs; provided further thats to
the extent that compliance with the requirements of this
subsection (l){e)(ii} is impracticables exemptions shall be
allowed under regulations promuigated by the department or

under the federal act;

-dy
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(f} unless its Yabeling bears:

{i) adequate directions for use; provided thate where
any requirement of this subsection (1)({f){i)s as applied to
any drug or devices is not necessary for the protection of
the public healthe the department shall promulgate
regulations exempting such drug or device from such
requirements; provided further that articles exempted under
regulations issued under section 502({f) of the federal act
may also be exempt: and

{ii) such adequate warnings against wuse in those
pathological conditions or by children where its use may be
dangerous to healthe or against unsafe dosage or methods or
duration of administration or applicatione In such manner
and form 3s are necessary for the protection of users;

{g) if it purports to be a drug the name of which is
frecognized in an official compendiume unltess it is packaged
and labeled as prescribed therein; provided that the wmethod
of packing may be wmodified with the consent of the
department or if consent is obtained under the federal acte.
Whenever a drug is recogniZed in both the United States
Pharmacopoeia and the Homeophathic Pharmacopoeia of the
United Statess it shall be subject to the requirement of the
United States Pharmacopoeia with respect to packaging and
labeling unless it is labeled and offered for sale as a

homeopathic druge in which case it shall be subject to the
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provisions of the Homeophathic Pharsacopoeia of the United
States and not to those of the United States Pharmacopoeia;
provided further thats in the event of inconsistency between
the requirements of this subsection and those of subsection
{e) as to the name by which the drug or its ingredients
shall be designateds the requirements of subsection (e}
shall prevaile

{h} if it has been found by the department or under

-the federal act to be a drug liable to deteriorations unless

it is packaged in such form and manner and its label bears a
statement of such precautions as the regulations issued by
the department or under the federal act require as necessary
for the protaction of public healthe No such regulation
shall be established for any drug recognized in an official
compendium until the department shall have informed the
appropriate body charged with the revision of such
compendium of the need for such packaging or labeling
requirements and such body shall have failed within a
reasonable time to prescribe such requiresentse.

{i) if it is a drug and its container is so mades
formeds or filled as to be misleading;

(j) if it is an imitation of another drug;

k) if it is offered for sale under the name of
another drug;

[ A] if it is dangerous to health when used in the

~ 5B 377
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dosage or with the frequency or duration prescribeds
recommandeds or suggested in the labeling thereof;

(m) if it ise purports to dey or is represented as a
drug composed wholly or partly of insulins unless?

(i} it is from a batch with respect to which a
certificate or release has been issued pursuant to section
506 of the federal act; and

{ii) such certificate or release is in effect with
respect to such drug;

(n) &f it ise purports to bes or is represented as a
drug composed wholly or partly of any kind of penicilline
streptomycing chlortetracyclines chloramphenicols
bacitracines any other antiblotic druge or any derivative
thereofs unless:

(i) it is from a batch with respect to which 2
certificate or release has been issued pursuant to section
507 of the federal acti and

{it) such certificate or release is in effect with
respect to such drug; provided that subsection {1)(n) shal?
not apply to any drug or class of drugs exempted by
regqulations promulgated under section 507(c) or (d) of the
federal act;

o) if it is a color additives the intended use of
which in or on drugs is for the purpose of <coloring onlys

unless its packaging and labeling are in conformity with
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such packaging and labeling requirements applicable to such
color additive prescribed under the provisions of 50-31-108
or of the federa2l actj

{p) in the case of any prescription drug distributed
or offered for sale in this states unless the manufactureres
packere or distributor thereof includes in all
advertisements and other descriptive printed matter issued
or caused to be issued by the manufacturere packeres or
distributor with respect to that drug a true statement of:

(i} the established names as defined in 50-31-301{(1);

{ii) the formula showing quantitatively each ingredient
of such drug to the extent required for labels under section
502(e)} of the federal act; and

{iii}) such other information in brief summary relating
to side effectss contraindicationss and effectiveness as
shal! be required in regulations issued under the federal
act;

{q) if a trademarks trade namey or other identifying
marke imprintes or device or ancther or any likeness of the
foregoing has been placed thereon or upon its container with
intent to defraude

{2) A drug which is subject to 50-31-307 shall be
deemed to be misbranded ifs at any time prior to dispensings
its 1Yabel fails to bear the statement "Caution: Federal Law

Prohibits Dispensing Without Prescription®s or "Cau.. on?
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State Law Prohibits PBispensing Without Prescription®. A
drug to which 50-31-307 does not apply shall be deemed to be
misbranded ifs at any time prior to dispensinge its label
bears the caution statement quoted in the preceding
sentencees™

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

SENATE BILL NOe 377

INTRODUCED BY PALMERe REGANe BOYLAN

A BILL FOR AN ACY ENTITLED: SAN  ACT TO REQUIRE THE
IDENTIFICATION OF THE ACTUAL MANUFACTURER OF ALL DRUG
PRODUCTS IN DROER TO FACILITATE THE IMPLEMENTATION OF THE
MONTANA DRUG PRODUCT SELECTION ACT; AMENDING SECTIONS

50-31-301 AND 50-31-306+ MCA.™

BE IT EMNACTED BY THE LEGISLATURE OF THE STATE OF MONTANA:
Section le Section 50-31-301¢ MCAs is amended to read:
"50-31-301. Definitionse ¢} As used in this parte the

term following definitions apply:

11l} “estebiished E5tablished name™y with respect to a
drug or ingredient thereofs means:

(a) the applicable official name designated pursuant
to section S08 of the federal acts

{b) if there is no such name and swuch drug or such
ingredient ts an article recognized in an official
compendiume then the official title thereof in such
compendium; or provided thats where subsection (1)(b) of
this section applies to an article recognized in the United

States Pharmacopoeia and in the Homeopathic Pharsacopeeis

under different official titless the official title used in

the United States Pharmacopoeia shall apply unless it is
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1sbeled and offered for sale as a homeopathic druge in which
case the official title used in the Homeopathic
Pharmacopoeia shaltl applyi

{c} if nelther subsection (1}(a) nor {(13{b} of this
section appliess then the common or usual names if oanye of
such drug or of such ingrediente

{2) For-the—-purpose-of-this-partv—the—teras “entibdbiotie
Antibiotic drug™ wmeans any druqg Iintended for use by man
containing any quantity of any chemical substance which is
produced by a microorganise and which has the capacity to
inhibit or destroy alcroorganisms in dijute solution
{including the chemically synthesized equivalent of any such
substancele

13} _“Panufacturer™ means a pecson whoe fixed MIXED the
final ingrecients and prepared the finasl drug producte™

Section 2. Section 50-31-306s MCAy Is amended to read:

"50-31-306s ¥hen drug or device misbrandedes (1) A drug
or device shall be deemed to be misbranded:

{a) if its labeling is false or wmisleading in any
particularg

tb} #f in package form unltess it bears a label
containing:

{i} the name and place of business of the
manufacturery as__well _as _the packere or distributor 1E
RIEFERENY THAN THAY OF THE MANUFACTURER;: and

5B 377
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(ii) an accurate statement of the quantity of the
contents in terms of weighte measure; or nuserical count;
provided that reasonable variation shall be permitted and
exemptions as to small packages shall be allowed in
accordance with regulations prescribed by the department or
issued under the federal act:

{c) if ony words statemsents or other information
required by or under authority of this chapter to appear on
the label or labeling is not prominently placed thereon with
such conspicuousness {as compared with other words,
statements, designs, or devices in the 1adaling) ond in such
terms a3s to render it likely to be read and understoocd by
the ordinary individuel wunder customary conditions of
purchase and use;

(d) if it is for use by man and contains any quantity
of the narcotic or hypnotic substance alpha-eucaines
barbituric acide beta-eucaines broasls cannabiss carbromals
chlorale cocays cocalnes codeiney herocine aarihuana,
morphines oplume paraldehydes peyotes sulphommethanss or any
chemical derivative of such substance whiche after
investigations has been found to be and designated as
habit-forming by regulations issued by the department under
this chapter or by regulations issued pursuant to section
502(d) of the federal acts, unless its label bears the name

and quantity or proportion of such substance or derivative

-3~ 58 3717
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and in juxt-sosition therewith the statement “Warning--May
be habit-foraing®;

(e} if It is a druge unless its labe! bears to the
exclusion of any other nonproprietary name (except the
applicable systematic chemical name or the chemical
formuta):

{i}) the established name (as defined in 50-31-301(1}))
of the druge if such there be; and

{if) in case it is fabricated from two or more
Ingredientss the established name and quantity of each
active ingrediente including the kind and quantity or
proportion of any alcohol and also incltudings whether active
or noty the estadlished name 3nd quantity or proportion of
any bromidess ethers chloroforme acetanilide acetphenetidin,
amidopyrines oantipyrines atropines hyoscines hyoscyamines
arsenicy digitalise digitalis glucosidess mercurys ouabains
strophanthine strychnines thyroide or any derivative or
preparation of any such substances contained there
provided that the reguirement for stating the quantity of
the active ingredientss other than the quantity of those
specifically named in this subsection (l)(e)(it)s shall
apply only to prescription drugs; provided further thaty to
the extent that compliance with the requirements of this
subsection (l)(e)(ii} is impracticablesy exemptions shall _

allowed under regulaticons promulgated by the department or

&= 583 377
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under the federal act;

(f) wunless its labeling bears:

{i) adequate directions for use; provided thaty where
any requirement of this subsection (1)({f)}(i)s as applied to
any drug or devices is not necessary for the protection of
-he public healthy the departmsent shall promulgate
regulations exempting such drug or device from such
requirements; provided further that articles exempted under
regulations issued under section 502(f) of the federal act
may also be exempt; and

{i#} such adequate warnings against use in those
pathological conditions or by children where its use may be
dangerous to healths or against unsafe dosage or sethods or
duration ~f administration or applications in such manner
and form as are necessary for the protection of users;

{g) if it purports to be a drug the name of which is
recognized in an official compendiums unless it is packaged
and labeled as prescribed thereini provided that the method
of packing may be modified with the consent of the
department or if consent is obtained under the federal acte
whenever a drug is recognized in both the United States
Pharmacopoeia and the Homeophathic Pharwmacopoeia of the
United Statess it shall be subject to the requirement of the
United States Pharwmacopoeia with respect to packaging and

labeling wunless it is labeled and offerad for sale as a

-5- SB 377
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homeopathic drugs In which case it shall be subject to the
provisions of the Homeophathic Pharmacopoeis of the United
States and not to those of the United States Pharmacopoeia;
provided further thats in the event of inconsistency between
the requirements of this subsection and those of subsection
(e} as to the nase by which the drug or Its ingredients
shalt be designateds the requirements of subsection (e)
shall prevaile

(h) if it has been found by the departsent or under
the federal act to be a drug liable to deteriorationy unless
it is packaged in such forms and sanner and its label bears »
statement of such precautions as the regulstions isswed by
the departsent or under the federal act require 3s necessary
for the protection of public health. Mo such regulation
shal}l be established for any drug recognized in an official
compendium until the departsent shall have Inforsed the
appropriate body chayged with the revision of such
compendium of the need for such packaging or labeling
requirements and such body shall have failed within a
reasonable time to prescribe such requiremsents.

f1y if it is a drug and its container is so =sades
formedy or filled as to be misleading;

{jy if it is an imitation of another drug:

(k) if it is offered for sale under the name of

another druq;

-6 5B 3717
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(¥} if it Is dangerous to health when wused in the
dosage or with the fraquency or duration prescribeds
recommendeds or suggested in the tabeling thereof;

(m) If it ise purports to bes or is represented as a
druq composed wholly or partly of insuline unless:

(i) it is from a batch with respect to which a
certificate or release has been issuved pursuant to section
506 of the federal acti and

{(ii) such certificate or vrelease is in effect with
respect to such drug;

{n) if it ise purports to bes or is representad as a
drug composed wholly or partly of any kind of penicilling
streptomycing chlortetracyclines chloramphenicols
bacitracine any other antibiotic drugs or any derivative
theraofe unless:

{i) it is from a8 batch with respect to which a
certificate or release has been issued pursuant to section
507 of the federal act; and

{ii)} such certificate or release is in effect with
respect to such drugi provided that subsection (i){n) shall
not apply to any drug or class of drugs exempted by
regulations promulgated wunder section 507(c) or (d)} of the
federal act;

{o) if it is a color additives the intended use of

which in or on drugs is for the purpose of coloring onlys

-7- sB 377
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unless its packsging and labeling are in conformity with
such packaging and labeling requirements applicable to such
color additive prescribed under the provisions of 50-31-108
or of the federal actj

(e} in the <case of any prescription drug distributed
or offaered for sale in this states untess the manufacturers
packers or distributor thereof incliudes in all
advaertisements and other descriptive printed matter issued
or caused to be issued by the manufacturers packers or
distributor with respect to that drug a true statement of:

{i} the established names as defined in 50-31-301(1);

{il) the formula showing quantitatively each ingredient
of such drug to the extent required for labels under section
S02{e) of the federal act; and

(ii1) such other information in brief susmary relating
to side effectsy contraindicationss and effectiveness as
shall be required in regulations issued wunder the feder~’
acts

{q) if a trademarks trade names or other identifying
marks imprints or device or another or any likeness of “the
foregoing has been placed thereon or upon its container with
intent to defraude.

{2) A drug which Is subject to 50-31-307 shall *
deemed to be misbranded ify at any time prior to dispensings

its label fails to bear the statement “Caution: Feder-" Law

8- S8 377
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Prohibits Dispensing Without Prescription®s or "Caution:
State Law Prohibits Dispensing MWithout Prescription®. A
drug to which 50-31-307 does not apply shail bhe deemed to be
misbranded ifs at any time prior to dispensings fts label
bears the caution statement qguoted n the preceding
sentence."

SECTION 3. EFFECTIVE DATE. THIS ALY kS EFFECTIVE
JANUARY 1» 198Qs

-End-

—9— SB 377
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SENATE BILL NO. 377

INTRODUCED BY PALMERy REGANs BOYLAN

A BILL FOR AN ACT ENTITLED: ®AN ACT TO REQUIRE THE
IDENTEIFICATION OF THE ACTUAL MANUFACTURER OF ALL DRUG
PRIDUCTS IN ORDER FO FACILITATE THE IMPLEMENTATION OF THE
MONTANA  DRUG PRODUCT SELECTION ACT; AMENDING SECTIONS
50~31-301 AND 50-31-306s MCAL__AND _PROVIDING AN EFFECIIVE
DAIE."

BE IT ENACTED BY THE LEGISLATURE OF THE STATE GF MONTANA:
Section 1. Section 50-31-301s MCA, is amended to read:
»50-31-301. Definitionse $t} As used in this parts the

ters following definitions apnly:

{1) “established Established name™s with respect to a
drugq or ingredient thereof, means:

{a) the applicable official name designated pursuant
to section 508 of the federal act;

(b) if there is no such name and such drug or such
ingredient is an article recognized in an official
compendiume then the official title thereof in such
compendium; or provided thats where subsection (1)(b} of
this section applies to an article recognized in the United
States Pharmacopoeia and in the Homeopathic Pharmacopoeia

under different official titlesy the official title used in
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the United States Pharmacopoeia shall apply uniess it is
tabeled and offered for sale as a homeopathic drugs in which
case the official title used in the Homeopathic
Pharmacopoeia shatl apply;

{c) if neither subsection (1})(a) nor (1}{b) of this
section appliesy then the common or usual names if anys of
such drug or of such ingrediente

{2) For-the-purpose-of-this-pertv-the-ters "entidiotée
Aotibiqtic drug™ means any drug intended for use by man
containing any qhantity of any chemical substance which is
produced by a microorganism and which has the capacity to
inhibit or destroy microorganises in dilute solution
(including the chemically syathesized equivalent of any such
substance}.

£33 _“Manufacturer” means. a person who fixed MIXED the
fioal ingredieots and prepared the fipal drug producte”

Section 2. Section 50-31-306¢ MCAs+ is amended to read:

"50-31-306. When drug or device misbranded. {1} A drug
or davice shall be deemed to be misbranded:

{a) if its 1labeling is false or wmisleading in any
particular;

[4-)] if in package form unless it bears a label
containings:

{i} the name and place of business of the

manufacturers 25 well _as_ _the packery or distributor [IE

-2- sB 377
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DIFFERENT THAN THAT OF THE MAMUFACTURER: and

{ii) an accurate statement of the quantity of the
contents in terwms of weighte measures or numerical count;
provided that reasonable variation shall be permitted and
exemptions as to small packages shal¥ be allowed in
accordance with regulations prescribed by the department or
issued under the federal act;

{c) if any words statesente or other inforsation
reqiired by or under authority of this chapter to appear on
the label or labeling is not prominently placed thereon with
such conspicuocusness (as compeared with other wordsse
statementse designse or devices in the labeling) and in such
terms as to render it likely to be read and understood by
the ordinary individual under customary conditions of
purchase and use;

{d) if it is for use by man and contains any quantity
of the narcotic or hypnotic substance alpha—eucaines
barbituric acids beta-eucsines bromaty cannabise carbromale
chloral,y cocas cocaines codeines heroins marihuanay
morphin®, opiums paraldehydes peyotes sulphonmethane» or any
chemical derivative of such substance whiche after
investigatione has bean found to be and designated as
habit-forming by regulations issued by the department under
this chapter or by regulations issued pursuant to section

502{d) of the federal acte unltess its label bears the nawme

-3~ 58 377
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and quantity or proportion of such substance or derivative
and in juxtaposition therewith the statement "Warning--May
be habit-forming™;

(e) if it is 3 drugs unless its Jabel bears to the
exclusion of any other nonproprietary name (except the
applicable systematic chemical name or the chemical
farmula):

(i) the established name (as defined in S0-31-301(1))
of the drugs if such there be; and

{ii) in case it is fabricated from two or more
ingredientsy the established name and quantity of each
active ingrediente including the kind and quantity or
proportion of any alcoho! and also inctudinges whether active
or note: the established name and quantity or proportion of
any bromidese ethers chloroformes acetanilide acetphenetidin,
amidopyrines antipyriney atropines hyosciners hyoscyamines
arsenicy digitalise digitalis glucosidess mercurys ouabains
strophanthine strychniney thyroids or any derivative or
preparation of any such substances contained therein;
provided that the requirement for stating the quantity of
the active ingredients: other than the quantity of those
specifically named in this subsection ({1){e)(ii)s shall
apply only to prescription drugs; provided further thats to
the extent that compliance with the requirements of this

subsection (l)({e)(ii) is impracticabley exemptions shaltl be
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allowed under regulations promulgated by the departmsent or
under the federal acti

{f) unless its labeling bears:

{i} adequate directions for use; provided thaty where
any requirement of this subsection (l}(f}(i)es as applied to
any drug or devices is not necessary for the protection of
the public healths the department shail promulgate
regulations exampting such drug or device from such
requirements; provided further that articles exempted under
regulations issued under section 502(f) of the federal act
may also be exempt; and

(ii) such adequate warnings against wuse in those
pathological conditions or by children where its use may be
dangerous to healths or 3against unsafe dosage or methods or
duration of administration or application, in such manner
and form as are necessary for the protection of users;

(g} if it purports to be a drug the name of which is
recognized in an official compendiums untess it is packaged
and labeled as prescribed therein; provided that the wsethod
of packing wmay be modified with the consent of the
department or if consent is obtained under the federal act.
Whenever a drug is recognized in both the United States
Pharmacopoeia and the Homeophathic Pharwacopoeia of the
United Statesy it shall be subject to the requirement of the

United States Pharmacopoeiad with respect to packaging and
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labeling unless it is labeled and offered for sale as a
homeopathic druge in which case it shall be subject to the
provisions of the Homeophathic Pharwmacopoeia of the United
States and not to those of the United States Pharmacopoeia;
provided further thate in the event of inconsistency between
the requirements of this subsection and those of subsection
{e) as to the name by which the drug or its ingredients
shall be designateds the requirements of subsection (e)
shall prevaile.

{(hy if it ﬁas been found by the department or under
the federal act to be a drug liable to deteriorztions unless
it is packaged in such form and manner and its label bears a
statement of such precautions as the regulations issued by
the department or under the federal act require as necessary
for the protaction of public healths No such regulation
shall de established for any drug recognizaed in an official
compendium until the department shall have informed the
appropriate body <charged with the revision of such
compendium of the need for such packaging or labeling
requirements and such body shai} have failed within a
reasonable time to prescribe such requirementses

{i) if it is a drug and its container is so mades
formeds or filled as to be misleading:

{j) if it is an imitation of another drug;

{k) if it is offered for sale under the name of

~6- 58 3717
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another drug:

{1} if it is dangerous to health when used in the
dosage or with the frequency or duration prescribeds
recommendeds Or suggested in the labeling thereof;

(m) if it iss purports to bes Or is represented as a
drug composed wholly or partly of insuline unless:

(i) it is from a batch with respect té which a
certificate or release has been issued pursuant to section
504 of the faderal act; and

{il) such certificate or release is in effect with
respec to such drug;

(n} if it isy purports to bey or is represented as a
drug composed wholly or partly of any kind of penicilling
streptomycine chlortetracycl ines chloramphenicoly
bacitracins any other antibiotic druges or any derivative
thereofs unless:

{i} it is from a batch with respect to which a
certificate or release has been issued pursuvant to section
507 of the federal act; and

(i) such certificate or reloase is in effect with
respect to such drug; provided that subsection (l}(n) shall
not apply to any drug or class of drugs exempted by
regulations promuigated under section 507(c) or (d) of the

federal act;

(o} if it is a color additives the intended use of

-7~ 58 377
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which in or on drugs is for the purpose of coloring onlys
unless {ts packaging and tabeling are in conformity with
such packaging and labeling requirements applicable to such
color additive prescribed under the provisions of 50-31-108
or of the federal act;

{p)} in the case of any prescription drug distributed
or offered for sale in this states untess the manufacturers
packers or distributor thereof includes in all
advertisements and other descriptive printed matter issued
or caused toc be issued by the manufacturers packers or
distributor with respect to that drug ; true statement of:

(i) the established name+ as defined in 50-31-301{1):

tii) the formula showing quantitatively each ingredient
of such drug to the extent required for labels under section
502(e) of the federal act; and

{ii+) such other information in brief summary relating
to side effectsy contraindicationss and effectiveness as
shall be required in regulations issued under the federal
act;

(q) if a trademarks trade name: or other identifying
marksy imprints or device or another or any likeness of the
foregoing has been placed thereon or upon its container with
intent to defraude

(2) A drug which is subject to 50-31-307 shall be

deemed to be misbranded ife at any time prior to dispensings

-8- SB 377
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its label fails to bear the statement "Caution: Federal Law
Prohibits Dispensing Without Prescription®y or "Caution:
State Law Prohibits Dispensing HWithout Prescription®™. A
drug to which 50-31-307 does not apply shall be deemed to be
misbranded ifs at any time prior to dispensinges its 1label
bears the caution statemsent gquoted in the preceding
sentence."™

SECTION 3. EFFECTIVE DATE.  IHIS ACT IS EFEECTIVE

JANUARY 1e 198Qs
~End-

e sB 377



46th Legislature

10

11

12

13

14

LS

16

7

18

19

20

21

22

23

24

25

SB 03TT/04

SENATE RILL NDe 377

INTRODUCED BY PALMERs REGANs BOYLAN

A BILL FOR AN ACT ENTITLED: "AN ACT TO REQUIRE THE
IDENTIFICATION OF THE ACTUAL MANUFACTURER OF ALL DRUG
PRODUCTS IN ORDER TO FACILITATE THE IMPLEMENTATION OF THE
MONTANA DRUC PRODUCT SELECTION ACT; AMENDING SECTIONS

SN-31-301 AND 50-31-306s MCAi__AND PROYIDING _AN__EFFECYIVE
DALIE."

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA:
Section l. Section 50-31-30ls MCAy is amended to read:
"56-31-301. Definitionse €%} As used in this party the

tern follawing definiticns_apply:

1l) “established Establjshed name™s with respect to a
drung or ingredient therecfy means:
{a) the applicable official name designated pursuant

to section 508 of the federal act;

{b) if there is no such name and such druq or such
tngredient is an article recognized in an official
compendiums then the official title thereof in such

compendium; or provided thats where subsection (1){(b} of
this section applies to an article recognized in the United
States Pharmacopoeia and in the Homeopathic Pharmacoposia

under different official titless the official title used in
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the United States Pharmacopoeia shalt apply wunless it s
labeled and offered for sale as a homeopathic druge in which
case the offictal title used in the Homeopathic
Pharmacopoeia shall apply;

{c) +f neither subsection (l)(a} nor ({1)(b) of this
section appliess then the common or usual namses if anys of
such drug or of such ingrediente.

(2) Fer-the-purpose-ef-thrs-partv-the-term “antibiotie
Antibigtic drug™ means any drug intended for wuse by man
containing any quantity of any chemical substance which is
produced by a aicroorganism and which has the capacity to
inhibit or destroy microorganisms in dilute solution
{inciuding the chenically synthesized equivalent of any such

substance)e.

£3) _TRapufacturer” means_a person whe fixed MIXED the
final_iogredients_gapd prepared the_ final drug producta.”

Section 2. Section S50-31-306s MCAs is amended to read:

"50-31~-306« Wwhen drug or device misbrandeds. {l1) A drug
or device shall be deemed to be misbranded:

{a) if its labeliny is false or misleading in any
particular;

{b} if in package form unless it bears a label
containinn:

{i) the name and place of business of the

manufacturers, as-welt-as--the packeryrx or distributor 3IF

- sB 377
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BEIEEERENT--FHAN--FHAF--BE--FHE--HANUFACFURER, EXCERI THAT A
PRESCRIPTION_ _QRUG__MUSI_ _CONIAIN_ _THE _NAME _AND__PLACE _QF
BUSINESS _QF _THE _MANUEACITURER__AS _NWELL_ A5 _IHE_PACKEE OR
QISIRIBUIOR: and

(ii) an accurate statement of the quantity of the
contents in terms of weights measures Or numerical count;
provided that reasonable variation shall be permitted and
exemptions as to small packages shall be allowed in
accordance with regulations prescribed by the department or
issued under the federal act;

tc)y if any worde statemente or other information
required by or under authority of this chapter to appear on
the labe) or labeling is not prominently placed thereon with
such conspicuousness (as compared with other wordse
statementss designss or devices in the labeling) and in such
terms as to render it likely to be read and understood by
the ordinary individual under customary conditions of
purchase and use;

(d) if it is for use by man and contains any quantity
of the narcotic or hypnotic substance alpha-eucainer
barbituric acide beta-eucaines bromals cannabiss carbromals
chlorals cocas cocaines codeiney heroins warihuanas
morpnines opiums paraldehydes peyotes, sulphonmethanes or any

chemical Jderivative of such substance whiche after

investigations has been found to be and designated as
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habit-forming by reqgulations issued by the department under
this chapter or by regulations issued pursuant to section
502({d) of the federal acts unless its label bears the name
and quantity or proportion of such substance or derivative
and in juxtaposition therewith the statement "Warning--"ay
be habit-forming™;

{e} if it is a druge unless its !abel bears to the
exclusion of any other ponproprietary name {except the
applicable systematic chemical name or the chemical
Formula}:

(i} the established name (as defined in 50-31-301(1})
of the druge if such there be; and

(iiy in case it is fabricated from two or more
ingredientss the established name and quantity of each
active ingredienty including the kind and quantity or
proportion of any alcohol and also including. whether active
or nots the established name and quantity or proportion of
any bromidesy ethers chloroforms acetanilidy acetphenetiding
amidopyrines antipyrines atropines hyoscines hyoscyamine,
arsenicy digitalisy digitalis glucosidess mercurys ouadbains
strophanthins strychnines thyroids or any derivative or
preparation of any such substances contained therein;
provided that the requirement for stating the quantity of
the active ingredientsy other than the quantity of those

specifically named in this subsection {1}{e)(ii)r shall

—ge sB 377
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apply only to prescription drugs; provided further thats to
the extent that compliance with the requirements of this
subsection {l)(e){i#) is impracticables exemptions shall be
allowed wunder regulations promulgated by the department or
under the federal act;

(f} wunless its labeling bears:

(i} adeguate directions for use: provided thats where
any requirement of this subsection (1){f)(i)s as applied to
any drug or devices is not necessary for the protection of
the public healths the department shall promulgate
regulations exempting such drug or device from such
requirements; provided further that articles exempted under
regulations issued under section 502(f) of the federal act
may also be exempt; and

(it) such adequate warnings against wuse in those
pathological conditions or by children where its use may be
dangerous to healths or against unsafe dosage or methods or
guration of administration or applications in such manner
and form as are necessary for the protection of usersi

{9} if it purports to be a drug the name of which is
recognized in an official compendiume unless it is packaged
and Tlabeled as prescribed thereini provided that the method
of packing may be modified with the consent of the
department or if consent is obtained under the federal act.

whenever a drug is recognized in both the United States
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Pharmacopoeiad and the Homeophathic Pharmacopoeia of the
United Statess it shall be subject to the requirement of the
United States Pharmacopoeia with respect to packaging and
labeling unless it is labeled and offered for sale as a
homeopathic drugy in which case it shall be subject to the
orovisions of the Homeophathic Pharmacopoeia of the United
States and not to those of the United States Pharmacopoeia;
provided further thats in the event of inconsistency between
the requirements of this subsection and those of subsection
(e} as to the name by which the drug or its ingredients
shall be designateds the requirements of subsection (e)
shall prevail.

tny if it nat been found by the department or under
the federal act to be a drug liable to deteriorations unless
it is packaged in such form and manner and its label bears a
statement of such precautions as the requltations

issued by

the department or under the federal) act require as necessary

for the protection of public health. Ne such regulation

shall be established for any drug recognized in an official

compendium until the dJdepartoent ;hall have informed the
appropriate body charqged with the revision of such
compendium of the need for such packaging or labeling
requirements and such body shallt have failed within a
ressonahle time to prescribe such requirementse

tiy if it s a drug and its container is so mades
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formedy or filled as to be misleading;

(i} if it is an imitation of another drug:

{k} if it is offered for sale under the name of
another drug;

1y if it is dangerous to health when used in the
dosage of with the frequency or duration prescribed,
recommendeds or suggested in the labeling thereof;

tm) if it iss purports to bes or is represented as a
drug composed wholly or partly of insulins unless:

{i) it is from a batch with respect to which 2
certificate or release has been issued pursuant to section
506 of the federal act: and

{ii) such certificate or release is in effect uith‘
respect to such drug;

{n} if it isey purports to bes or is represented as a

drug composed wholly or partly of any kind of penicilling
streptomycing

chlortetracyclines chloramphenicols

03citracins any other antibiotic druge Or any derivative
thereofs unless:

{i} it is from a batch with respect to which a
certificate or release has been issued pursuant to section
507 of the federal act; and

(i} such certificate or release is in effect with
respect to such drug; provided that subsection {l}){n} shall

not apply to Aany drug or cltass of drugs exempted by

-7- SB 377

11

12

13

14

15

16

17

18

19

20

21

22

23

pL

25

SB 0377/04

regulations promuligated under section 507(c) or {(d} of the
federal act:

{o} if it is a color additives the intended use of
which in or on drugs is for the purpose of coloring onlys
unless its packaging and tabeling are in conformity with
such packaging and Yabeling requirements applicable to such
color additive prescribed under the provisions of 50-31-108
or of the federal act;

Py in the case of any prescription druq distributed
or offered for sale in this states unless the manufacturers
packers or distributor thereof includes in an
advertisements and other descriptive printed matter issued
of caused to be issued by the manufacturers packers or
distributor with respect to that drug & true statement of:

(i} the established namey as defined in 50-31-301(1);

(ii)} the formula showing quantitatively each ingredient
of such drug to the extent required for labels under section
50Z(e) of the federal act; and

{iii) such other information in brief summary relating
to side effectss contraindicationse and effectiveness as
shall be required in requlations issuved under the federal
act;

(q) if a trademarke trade names. or other identifying
marks imprinte or device or another or 3any likeness of the

foregoing has been placed thereon or upon its container with

-8- SB 377
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intent to defraude

{2) A drug which is subject to 50-31-307 shall be
deemed to be misbranded ify at any time prior to dispensinges
its label fails to bear the statement "Caution: Federal Law
Prohibits Dispensing Without Prescription®s or "(aution:
State Law Prohibits Dispensing MWithout Prescription®, A
drug to which 50-31-307 does not apply shall be deemed to be
misbranded ify at any time prior to dispensings its label
bears the caution statement quoted in the preceding
sentence.™

SECTIQN 3. EFFECYIVE DATE.  THIS ACT _I5__EEFECTIVE
JANUARY ls 1980a

-End-

-9- sn 377



HOUSE OF REPRESENTATIVES
March 14, 1979

Committece ot the Whole Amendment to Senate Bill No. 377, third

rcading copy, as follows:

1. Page 2, line 25,
Following: "“manufacturer"

Strike: "as well as the"
Following: Vpackers"
Inserts: ","

Following: "distributor"
Strike: "IF"

2. Page 3, line 1.

Strike: "DIFFERENT THAN THAT OF THE MANUFACTURER"

Insert: ", except that a prescription drug must contain the
name and place of business of the manufacturer as well as
the packer or distributor"”

AND AS AMENDED,
BE CONCURRED IN



