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!jet BILhNO .. L ~ ..... o~ . 

~ 
INTRODUCED BY 

A BILL FOR AN ACT ENTITLED: "AN ACT TO AMEND THE MONTANA 

FOOD, DRUG, AND COSMETIC ACT TO INCLUDE REGULATION OF 

BOTTLED WATER; AND AMENDING SECTIONS 50-31-103, 50-31-110, 

50-31-208, AND 50-31-312, MCA." 

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

Section 1. Section 50-31-103, MCA, is amended to read: 

•so-31-103. Definitions. Unless the context requires 

otherwise, in this chapter the following definitions apply: 

( 1) "Advertisement" means representations disseminated 

in any manner or by any means, other than by labeling, for 

the purpose of inducing or which are likely to induce, 

directly or indirectly, the purchase of food, drugs, 

devices, or cosmetics. 

~-~E.f2!.Q_ved source" means water from a spring, 

artesian well, drilled well, municipal water supply, or 

other source that has been found by the department to be of 

a safe and sanitary quality. 

(3) "Artesian water" means water that is forced from 

below the ground to the surface through a well by natural 

underground pressure. 

t2tJ...!l "Beef patty mix" means "hamburger'' or "ground 

~,. ,_.,,,.,, .. Couna< 
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1 beef'' to which he~ have been added binders or extenders as 

those terms are understood by general custom and usage in 

3 the food industry. 
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{5) "Bottled water'_'_~a-~s carbonated, ~~l!li~~_!~l:__i_~e~~!._ 

distilled, fluoridated, mineral, purified, sparkling, or 

other water that is from an appr~ved source and placed in a 

sealed cont~iner or package for human consu~Etion. 

{6} "Carbonated water" o~_ "sparkling water 11 means water 

that contains carbon dioxide. 

t3t_ill "Color" includes black, white, and intermediate 

grays. 

t4till {a) "Color additive" means a material which: 

( i) is a dye, pigment, or other substance made by a 

process of synthesis or similar artifice or extracted, 

isolated, or otherwise derived, with or without intermediate 

or final change of identity, from a vegetable, animal, 

mineral, or other source; or 

(ii) when added or applied to a food, drug, or cosmetic 

or to the human body is capable {alone or through reaction 

with other substance) of imparting color thereto. 

(b) This term does not include material which has been 

or hereafter is exempted under the federal act. 

f5till "Consumer commodity", except as otherwise 

specifically provided by this subseclion, means any food, 

drug, device, or cosmetic as those terms are defined by this 

-2- INTRODUCED BILL 

J/8 t,lf! 
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chapter or by the federal act and regulations pursuant 

thereto. The term does not include: 

(a) any tobacco or tobacco product; 

(b) a commodity subject to packaging or labeling 

requirements imposed under the Federal Insecticide, 

Fung1cide, and Rodenticide Act or the provisions of the 

eighth paragraph under the heading "Bureau of Animal 

Industry" of the act of March 4, 1913 (37 Stat. 832-833; 21 

U.S.C. 151-157), conunonly known as the virus, serum, and 

toxin act; 

{c) a drug subject to 50-31-306{1){m) or 

50-31-307{1) {c) or section 503(b)(l) or 506 of the federal 

act; 

(d) a beverage subject to or complying with packaging 

or labeling requirements imposed under the Federal 

Administration Act (27 u.s.c., et seq.); or 

Alcohol 

(e) a commodity Subject to the Federal Seed Act {7 

u.s.c. 1551-1610). 

t6t.1...!_Q_1_ "Contaminated with filth" applies to a food, 

drug, device, or cosmetic not ~ecurely protected tram dust, 

dirt, and, as far as may be necessary by all reasonable 

means, from foreign or injurious contaminations. 

t:rtJ..l.l..l "Cosmetic" means: 

(a) articles intended to be rubbed, poured, sprinkled, 

sprayed on, introduced into, or otherwise applied to the 
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human body for cleansing, beautifying, promoting 

attractiveness, or altering the appearance; 

(b) articles intended for use as a component of these 

articles, except that the term does not include soap. 

or 

t8tl..:!:l.l "Counterfeit drug" means a drug, drug container, 

drug label which, without ~uthorization bears the 

trademark, trade name, or other identifying mark, imprint, 

or device or any likeness thereof of a drug manufacturer, 

processor, packer, or distributor other than the person who 

in fact manufactured, processed, packed, or distributed the 

drug and which falsely purports or is represented to be the 

product of or to have been packed or distributed by the 

other drug manufacturer, processor, packer, or distributor. 

11~) ''Demineralized water'' ~eans water that has been 

demineralized by 

osmosis, or other 

distillalion, 
--------

methods and 

parts per million total sr:)_~_~s_. 

--~~ ionization, reverse 

contains not more than 10 

t9tl!.il "Department 11 means the department of health and 

environmental sciences provided for in Title 2, chapter 15, 

part 21. 

fl:9t1..!_21 "Device" {excepl when used in 50-31-107(2), 

50-31-203{6), 50-31-306(1)(c) and {1){q), 50-31-402{3), and 

50-31-501{10)) means instruments, apparatus, and 

contrivances, including their components, parts, and 

accessories, intended: 

-4-
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(a) for use in the diagnosis~ cure, mitigation, 

treatment, or prevention of disease in man or other animals; 

(b) to affect the structure or function of the body of 

man or other animals. 

l.!...§l_ "Distilled water" means purified water that has 

been vaporized and condensed. 

l.!.ll__:prinking water" means water that has undergone 

purification, 

mineralization, 

distill~_tj_on, demineralization, 

fluoridation, carbonation, or other similar 

process or has undergone minimum tre.a_~ment consisting of: 

(a) activated~arbon or particulate filtration; and 

(b) ozonization or an equivalent disi nfec_ti~ __ Q_!:_ocess ~ 

tHt( 16) "Drug" means: 

(a} articles recognized in the official United States 

Pharmacopoeia, official National Formulary, or a supplement 

to either of tpese; 

(b) articles intended for use in the diagnosis, cure, 

mitigation, treatment, or prevention of disease in man or 

other animals; 

(c) articles (other than food} intended to affect the 

structure or function of the body of man or other animals; 

(d) articles intended for use as components of any 

article specified in subsections (a), (b), or {c) but does 

not include devices or their components, parts, or 

accessories. 
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tl-2tl!21 "Federal act" means the Federal Food, Drug, and 

Cosmetic Act, as amended (Title 21 u.s.c. 301, et seq.). 

(20) "Fluoridated water'~-- ~eans ___ wat~r that contains, 

naturally or by addition, ~luori_de ions in quantities of not 

less than O.J and not more than 1.4 milligrams P~! __ liter and 

complies with the food and ~~~dministration quality 

standards set forth in 21 CFR 103.35. 

tY3t11.l_l "Food" means: 

(a) articles used for food or drink for man or other 

animals; 

(b) chewing gum: and 

(c) articles used for components of these articles. 

tY4t~ {a) "Food additive" means a substance, the 

intended use of which results or may be reasonably expected 

to result, directly or indirectly, in its becoming a 

component or otherwise affecting the characteristics of food 

(including a substance intended for use in producing, 

manufacturing, packing, processlng, preparing, treating, 

packaging, transporting, or holding food and including a 

source of radiation intended tor this use), if the substance 

is not generally recogniGed, among experts qualified by 

scientific training and expPrience to evaluate its safety, 

as having been adequately shown through scientific 

procedures (or, in the case of a substance used in a food 

prior to January l, i9S8, through either scientific 

-6-
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procedures or experience based on common use in food) to be 

safe under the conditions of its intended use. 

(b) This term does not include: 

(i) a pesticide chemical in or on a raw agricultural 

commodity; 

(ii) a pesticide chemical to the extent that it is 

intended for use or is used in the production, storage, or 

transportation of a raw agricultural commodity; 

(iii) color additive; 

{iv) substance used in accordance with a sanction or 

aiJpr-oval granted prior to the enactment of the Food 

Additives Arnendrr,ent of 1958, pursuant to the federal act, 

the Poultry Products Inspection Act (21 U.S.C. 451, et 

seq.), or the Meat Inspection Act of March 4, 1907 (34 Stat. 

1260), as amended and extended (21 u.s.c. 71, et seq.). 

fl5t(D) "Food service establishment" means a 

restaurant, catering vehicle, vending machine, delicatessen, 

fast-food retailer, or any other place that serves food to 

the public for consumption eithe~ at or away from the point 

of service, and any facility operated by a governmental 

entity where food is served. 

f1:6ti.___Z_!l "Hamburger" or "ground beef" means ground fresh 

or frozen beef or a combination of both fresh and frozen 

beef, with or without the addition of suet, to which no 

water, hinders, or extenders are added. There are three 
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grades of hamburger or ground beef: 

(a) "economy hamburger 11 or "economy ground beef" may 

have a fat content no greater than the federal standard set 

forth in 9 C.P.R. 319.15; 

(b) ''regular hamburger'' or ''regular ground beef'' may 

have a fat content no greater Lhan 21%; 

(c) ''extra lean hamburger'' or "extra lean ground beef" 

may have a fat content no greater than 18%. 

tHt(25) "Honey" means the nectar and saccharine 

exudations of plants gathered, modified, and stored 1n the 

comb by honey bees; is levorotatory, contains not more than 

25% of water, not more than .25% of ash, and not more than 

8% sucrose. 

tiBtl~§l "Label'' means a display of written, printed, or 

graphic matter on the immediate container of an article. 

("Immediate container" does not lnc1urle packag~ liners.) 

ti9t.i221 "Labeling" means lahels and other written, 

printed, or graphic matter: 

{a) on an article or its containers or wrappersi 

(b) accompanying the article. 

ti!9t.l~ "Menu" means any list presented to the patron 

which states the food items for sale in a food service 

establishment. 

{29) "Mineral water" means _w_9_~~! _that contains more than 

500 _l?arts per million tot~!-~i-~~~yed min~r:~_l__svlids._ 

-8-
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titt.1.1.QJ_ 11 New drug" means a drug, the composition of 

which is such that: 

(a) it is not generally recognized, among experts 

qualified by scientific training and experience to evaluate 

the safety and effectiveness of drugs, as safe and effective 

for use under the conditions prescribed, recommended, or 

suggested in its labeling; or 

(b) the drug, as a result of investigations to 

determine its safety and effectiveness for use under the 

conditions prescribed, has become so recognized but which 

has not, otherwise than in the investigations, been used to 

a material extent or for a material time under the 

conditions prescribed. 

t~~ti.l.U. "Official compendium" means the official United 

States Pharmacopoeia, official National Formulary, or a 

supplement to either of these. 

fi!3t~ 11 0rganic food" means food that conforms to the 

definition in 50-31-222. 

t~4tJ..lll "Package" means a container or wrapping in 

which a consumer commodity is enclosed for use in the 

delivery or display of that consumer commodity to retail 

purchasers but does not include: 

(a) shipping containers or wrappings used solely for 

the transportation of a consumer commodity in bulk or in 

quantity to manufacturers, packers, or processors or to 
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wholesale or retail distributors; 

(b) shipping containers or outer wrapp1ngs used by 

retailers to ship or deliver a commodity to retail customers 

if the containers and wrapp1ngs bear no printed matter 

pertaining to a particular commodity. 

t~St.il!l "Person" includes an individual, partnership, 

corporation, and association. 

t~6t~ "Pesticide chemical" means a substance which 

alone, in chemical combination, or in formulation with one 

or more other substances is dll "economic poison .. under the 

Federal Insecticide, Fungicide, and Rodenticide Act (7 

u.s.c., sees. l35-135k), as amended, dnd which is used in 

the production, storage, or transportation of raw 

agricultural commodities. 

t-27t1.l!U_ "Placard" means any nonpermanent sign used to 

display or describe food items for sale in a food service 

establishment or retail establishment. 

ti!8t.1.121 "Principdl display panel" means that part of a 

label that is most likely to be displayed, presented, shown, 

or examined under normal and customary conditions of display 

for retail sale. 

fi!9t ( 38) "Processing" means cooking, baking, heating, 

drying, mixing, grinding, churning, separating, extracting, 

cutting, freezing, or othet-wise manufacturing a food or 

changing the physical char·acteristics of a food, and the 

-10-
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enclosure of such food in a package. 

(39) ''Purified water" means water produced by 

distillation, deionization, reverse osmosis, or other method 

and that meets the definition of purified water in the ~9th 

edition of the p~arrnacopoeia of the United States of 

Ameri<:~.-!~ 

t36t(40) "Raw agricultural commodity" means food in its 

raw or natural state, including fruits that are washed, 

colored, or otherwise treated in their unpeeled natural form 

prior to marketing. 

t><t.l.ill "Retail establishment" means a commercial 

establishment at which meat or meat. product!:i are displayed 

for sale or provision to the public with or without charge. 

_L_~_?l 11 Spring water" means water that originates in an 

unde_r:ll.!_Ound formation and flows naturally_~_ wi_thout external 

force or vacuum, to a natural orifi~ce __ in the surface of the 

earth. 

t-32t.i._!ll "State board" or "board" means the board of 

health and environmental sciences provided for in 2-15-2104. 

t33t_L~ "Synthetically compounded" means a product 

formulated by a process that chemically changes a material 

or substance extracted from naturally occurring plant, 

animal, or mineral sources, except for microbiological 

processes. 

(4~) ''Water-bottlin':l p1dnt" _!!_'eans any_f~cility in which 
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bottled water is produced~ 

{46) ''Well water'' means water that: 

(a) is taken ~rom bel~w the ground through a piping 

device or similar installed device util~~ing external force 

Or VdCUUffii 

{b) is not modified in its ~ineral content; and 

(c) may have undergqne minimum treatment consisting of: 

(i) activated car:bon or particulate filtratio~; and 

( i i) ozonization or an equivalent disinfection 

process." 

NEW SECTlON. Section 2. Labeling ['equirements for 

bottled water. (l) A person may not sell, deliver, offer for 

sale, hold for sale, or give away bottled water unless it 

conforms to and is labeled in compliance with the following 

standards: 

(a) bottled mineral water must be labeled "mine['al 

water'' or ''natural mineral water"; 

(b) bottled water that contains naturally occurring 

carbon dioxide that emerges from the water and is bottled 

directly with its entrapped gas or that has been 

mechanicolly separated from and subsequently reintroduced 

into the water at a level not higher than that naturally 

occurring in the water must be labeled ''naturally carbonated 

water'' or ''naturally sparkling water''. Bottled water that 

contains carbon dioxide from a source that is not naturally 

-12-
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occurring may not be labeled with the ward "naturally". 

(c) bottled artesian water may be labeled "artesian 

well water'', "natural artesidn water'', or "natural well 

water"; 

(d) bottled spring water may be labeled "spring water'' 

or "natural spring water''; 

(e) bottled well water may be labeled "well water'' or 

''natural well water"; 

(f) bottled purified water 

water" and state the method of 

letters specifiying the type 

must be labeled "purified 

preparation. All of the 

of bottled water must be 

printed in the same type size, style, and color. However, 

bottled purified water produced by distillation may be 

labeled "distilled water'', 

(g) bottled demineralized water that is not purified 

water must be labeled "demineralized water" and state the 

method of preparation. All of the letters specifying the 

type of bottled water must be printed in the same type size, 

style, and color. However, bottled demineralized water 

produced by distillation may be labeled "distilled water". 

(h) bottled drinking water must be labeled ''drinking 

22 watei:""; 

23 

24 

25 

(i) bottled fluoridated water must specify on the label 

whether the fluoride is naturally occurring or added; 

(j) unless the water is in fact spring water, language 
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containing the word ''spring'' or "springs'' may not be used as 

a brand name on the label or in words describing the bottled 

water. 

(2) A product meeting more than one definition may be 

labeled with any of the definitions with which it complies. 

NEW SECTION. Section 3. Health claims fo< bottled 

water. Claims of medicinal or health-giving properties on 

labels or in advertisemenls for bottled water are 

prohibited. 

NEW SECTION. Section 4. Misrepresentation of a company 

name. A bottler, distributor, or vendor of bottled water 

whose company name OI" trademark contains the words "spring", 

"spi"ings", "well'', ••artesian well", ''mineral", or any 

derivative of those words shail label each bottle with the 

company's brand name or trademark and, if the source of the 

bottled water is different from the soui"ce stated in the 

company name, the source of the water. This information must 

be in typeface at least equal to the size of the typeface of 

the company name or trademark. 

Section 5. Section 50-31-llO, MCA, is amended to read: 

"50-31-110. Certain ag£icultu£al chemicals not color 

additives. Subsections t3t L7l and t4t ~of 50-31-103 do 

not apply to a pesticide chemical, soil or plant nutrient, 

or other agricultural chemlccil solely because of its effect 

in aiding, retarding, or otherwise affecting, directly or 

-14-
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indirectly, the growth or other natural physiological 

process of produce of the soil and thereby affecting its 

color, whether before or after harvest." 

Section 6. Section 50-31-208, MCA, is amended to read: 

"50-31-208. Sale of hamburger and beef patty mix. ( 1) 

No food service establishment or retail establishment may 

use the terms "hamburger", "burger••, or other similar term 

in any advertisement or menu to refer to any beef patty mix. 

A food service establishment or retail establishment selling 

cr serving beef patty mix may refer to the product as "beef: 

patty mix" or by any other term which accurately informs the 

customer of the nature of the food product which he is sold 

or served. 

{2) If beef patty m1x is sold o~ served in a food 

service establishment or retail establishment, a list of 

ingredients must appear on the menu or label, or, if there 

is no menu or label, on a placard as follows: 

(a) The term ''beef patty mix'' or any other term which 

accurately informs the customer of the nature of the food 

product and its ingredients must be included. 

(b) The ingredients must be listed in descending order 

of predominance by weight. 

(c) If there is no menu or label, the lettering on the 

placard must be at least 1 inch in height (72-point letters) 

in boldface .. md in colors that contrast with the placard. 

-15-
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(d) The placard must be posted in a permanent place, 

conspicuous to the customer, in each room or area where food 

is served or sold at retail. 

13 I If hamburger or ground beef is sold in a retail 

establishment, the grade, as defined in 50-31-103tT6tl2~l· 

and the maximum fat content must appear on each displayed 

package, or if the product is not packaged for display, on a 

placard. If a placard is used, it must satisfy the 

requirements of subsections { 2) (C) and {2) {d) of this 

section. The provisions of this subsection do not apply to 

the service of prepared hamburger or ground beef at a food 

service establishment.'' 

Section 7. Section 50-31-312, MCA, is amended to read: 

"50-31-312. Exemptions from new drug application 

requirement. (1) Section 50-31-311 shall not apply to: 

(a) a drug intended solely for investigational use by 

experts qualified by scientiflc training and experience to 

investigate the satety and effectiveness of drugs, provided 

the drug is plainly labeled 1n compliance with regulations 

issued by the departme11t or pursuant to section SOS(i) or 

507{d) of the federal act; 

(b) a drug sold in this slate at any time prior Lo the 

enactment of this chapter or introduced into interstate 

commerce at any time prior to the enactment of the federal 

act; 

-16-
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1 lc} any drug which is licensed unde~ the Virus, Serum, 

2 and Toxin Act of July 1, 1902 (U.S.C. 1958 ed. '1'itle 42, 

3 chapter 6A, sec. 262)~ or 

4 (d) any drug which is subject to 50-3l-306(l)(n). 

5 (2) The provisions of 50-3l-l03t2itllQl shall not apply 

6 to any drug, when such drug is intended solely for use under 

7 conditions prescribed, recommended, or suggested in labeling 

8 with respect to such drug, which on October 9, 1962, or on 

9 the date immediately preceding July l, 1967: 

10 (a) was commercially sold or used in this state or in 

11 the United States~ 

12 (b) was not a new drug as defined by 50-3l-l03t2it(30) 

13 as then in force; and 

14 (c) was not covered by an effective application under 

15 50-31-311 or under section 505 of the federal act.'' 

16 NEW SECTION. Section 8. Codification instruction. 

17 [Sections 2 through 4] are intended to be codified as an 

18 integral part of Title 50, chapter 31, and the provisions of 

19 Title 50, chapter 31, apply to [sections 2 through 4]. 

20 

21 

22 

23 

NEW SECTION. Section 9. Extension of authority. Any 

existing authority to 

provisions of [this act] 

[this act] . 

make rules on the subject of the 

is extended to the provisions of 

-End-
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APPROVED BY COMM. ON 
HUMAN SERVICES AND AGING 

HOUSE BILL NO. 684 

INTRODUCED BY GRINDE 

A BILL FOR AN ACT ENTITLED: "AN ACT TO AMEND THE MONTANA 

FOOD, DRUG, AND COSMETIC ACT TO INCLUDE REGULATION OF 

BOTTLED WATER; AND AMENDING SECTIONS 50-31-103, 50-31-110, 

50-31-208, AND 50-31-312, MCA." 

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

Section 1. Section 50-31-103, MCA, is amended to read: 

"50-31-103. Definitions. Unless the context requires 

otherwise, in this chapter the following definitions apply: 

(1) "Advertisement" means representations disseminated 

in any manner or by any means, other than by labeling, for 

the purpose of inducing or which are likely to induce, 

directly or indirectly, the purchase of food, drugs, 

devices, or cosmetics. 

{2) "Approved source" means water from a spring, 

artesian well, drilled well, municipal water supply, or 

other source that has been found by the department to be of 

a safe and sanitary quality. 

(3) ''Artesian water" means water that is forced from 

below the ground te TOWARD the surface through a well by 

natural underground pressure. 

ti!tl!l_ "Beef patty mix" means "hamburger" or "ground 
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beef" to which fte:~ have been added binders or- extenders as 

those terms are understood by general custom and usage in 

the food industry. 

(5) "Bottle~. wa.~~~-~·_mean~_ carbonated, demineralized, 

distilled, fluoridated, mineral, purified, sparkling, or 

other water that is from an _approved source THAT IS 

DISINFECTED and placed in a sealed container or package for 

human consumption. 

(6} ''Carbonated water'' or ''sparkling water" means 

water that contains carbon dioxide. 

t3till "Color" includes black, white, and intermediate 

grays. 

to4t ill (a} "Color additive" means a material which: 

(i) is a dye, pigment, or other substance made by a 

process of synthesis or similar artifice or extracted, 

isolated, or otherwise derived, with or without intermediate 

or final cnange of identity, from a vegetable, animal, 

mineral, or other source; or 

(ii) when added or applied to a food, drug, or cosmetic 

or to the human body is capable (alone or through reaction 

with other substance) of imparting color thereto. 

(b) This term does not include material which has been 

or hereafter is exempted under the federal act. 

t5till "Consume' commodity", except as otherwise 

specifically provided by this subsection, means any food, 
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1 drug, device, or cosmetic as those terms are defined by this 

2 chapter or by the federal act and regulations pursuant 

3 thereto. The term does not include: 

4 (a) any tobacco or tobacco product; 

5 (b) a commodity subject to packaging or labeling 

6 requirements imposed under the Federal Insecticide, 

7 Fungicide, and Rodenticide Act or the provis1ons of the 

8 eighth paragraph under the heading "Bureau of Animal 

9 Industry~ of the act of March 4, 1913 (37 Stat. 832-833; 21 

10 u.s.c. 151-157), commonly known as the virus, serum, and 

11 toxin act; 

12 (c) a drug subject to 50-3l-306(l)(m) or 

13 50-31-307(l)(c) or section 503(b)(l) or 506 of the federal 

14 act; 

15 (d) a beverage subject to or complying with packaging 

16 or labeling requirements imposed under the Federal Alcohol 

17 Administration Act (27 U.S.C., et seq.); or 

18 (e) a commodity subject to the Federal Seed Act 17 

19 u.s.c. 1551-1610). 

20 t6ti...!..QJ_ "Contaminated with filth" applies to a food, 

21 drug, device, or cosmetic not securely protected from dust, 

22 dirt, and, as far as may be necessary by all reasonable 

23 means, from foreign or injurious contaminations. 

24 tTti!.U "Cosmetic'' means: 

25 (a) articles intended to be rubbed, poured, sprinkled, 
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sprayed on, introduced into, or otherwise applied to the 

human body for cleansing, beautifying, promoting 

attractiveness, or altering the appearance; 

(b) articles intended for use as a component of these 

articles, except that the term does not include soap. 

t8t.l._0 "Counterfeit drug" means a drug, drug 

container, or drug label which, without authorization bears 

the trademark, trade name, or other identifying mark, 

imprint, or device or any likeness thereof of a drug 

manufacturer, processor, packer, or distributor other than 

the person who in fact manufactured, processed, packed, or 

distributed the drug and which falsely purports or is 

represented to be the product of or to have been packed or 

distributed by the other drug manufacturer, processor, 

packer, or distributor. 

(13) "Demineralize_9.. --~~~~- means water that has been 

demineralized by distillation, deionization, reverse 

osmosis, or other methods and contains not more than 10 

parts per m_!llion total solids. 

t9tl..!..!l "Department" means the depa.rtment of healt:-t and 

environr;l~_,ntal sciences provided for in ·ritle 2, chapter 15, 

part 21. 

fl9t1!21 "Device" (except when used in 50-31-107( 2), 

50-31-203(6), 50-31-306(l)(c) and (l)(q), 50-31-402(3), and 

50-31-501(10)) mea.ns instruments, appar4ltus, and 
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contrivances, including their components, parts, and 

accessories, intended: 

(a) for use in the diagnosis, cure, mitigation, 

treatment, or prevention of disease in man or other animals; 

(b) to affect the structure or function of the body of 

man or other animals. 

.!._!§) "Distilled water" means purified wat~_r that has 

been vaporized gnd condensed. 

1._!_7) "Drinking water 11 means water that has u__~_9.ergone 

purification, distillatio~.! demineralization, 

mineralization, ACTIVATED CARBON OR PARTICULATE FILTRATION, 

fluoridation, carbonation, or other similar process or has 

undergone minimum treatment c~nsisting of~ 

tat--aeti'lated_:-:_~a!"ban-a!"-pa:rt±ettl-ate-filt"r"Btion-;-and 

tbt o~~nization egt%~~ed:ent ACCEPTABLE 
---~------

or an 

disinfection process. 

tHt1l.!U "Drug" means: 

{a) articles recognized in the official United States 

Pharmacopoeia, official National fo~mulary, or a supplement 

to either of these; 

(b) articles intended for use in the diagnosis, cure, 

mitigation, treatment, or prevention of disease in man or 

other animals: 

(c) articles (other than food) intended to affect the 

structure or function of the body of man or other animals; 
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(d) articles intended for use as components of any 

article specified in subsections (a), (b), or (c) but does 

not include devices or their components, parts, or 

accessories. 

ti~tl___!__2.1 ''Federal act" means the Federal Food, Drug, 

and Cosmetic Act, as amended (Title 21 U.S.C. 301, et seq.). 

J__l_~Fluoridate'-!__~~.t-~E-~' ~~?Q~-~-~er th-:3-t _ ~gntains, 

naturally or by addition, fluoride ions -~~_quantities of not 

less than a. 7 and not more than l. 4 mi ~~~~r liter and 

~~ _ _Elies with the food and drug administr:_~!l_Q_!::!_ ___ g_'::!_C!}j_!y 

standards set forth in 21 CFR 103.35. 

t±3t~ "Food" means: 

(a) articles used for food or drink for man or other 

animals; 

(b) chewi~g gum; and 

(c) articles used for components of these articles. 

t-l4t111l_ (a) "Food additive" mea:1s a substance, the 

intended use of which results or may be reasonably expected 

to result, directly or indirectly, in its becoming a 

component or otherwise affecting the characteristics of food 

(including a substdnce intended for use in producing, 

manufacturing, packing, processing, pr:eparing, treating, 

packaging, transporting, or holding food and including a 

source of radiation intended for this use), if the substance 

is not generally recognized, among exp~rts qualified by 
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scientific training and experience to evaluate its safety, 

as having been adequately shewn through scientific 

procedures (or, in the case of a substance used in a food 

prior to January ..~._, 1958, through either scientific 

procedures or experience based on common use in food) t:) be 

safe under the conditions of its intended use. 

(b) This term does noc include: 

(i) a pesticide chemical in or on a raw agricultural 

comrnod it y; 

{ii) a pesticide chemical to the extent that it is 

intended for use or is used in the production, storage, or 

transportation of a raw agricultural commodity; 

(iii) color additive; 

(iv) substance used in accordance with a sanction or 

approval g~anted prior to the enactment of the Food 

Additives Amendment of 1958, pursuant to the federal act, 

the Poultry Products Inspection Act (21 U.S.C. 451, et 

seq.), or the Meat Inspection Act of March 4, 1907 (34 Stat. 

1260), as amer1ded and extended (21 U.S.C. 71, et seq.). 

ti5tEJ_l_ "Food service establishment" means a 

restaurant, catering vehicle, vending machine, delicatessen, 

tast-food retailer, or any other place that serves food to 

the public for consumption either at or away from the point 

of service, and any facility operated by a governmental 

entity where food is served. 
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tr6t11.!l_ "Hamburger'1 or "ground beef" means ground 

fresh or frozen beef or a combination of both fresh and 

frozen beef, with or without the addition of suet, to which 

no water, binders, or extenders are added. There are three 

grades of hamburger or ground beef: 

(a) "economy hamburger" or "economy ground beeftl may 

have a fat content no greater than the federal standard set 

forth in 9 C.F.R. 319.15; 

(b) ''regular hamburger" or ''regular ground beef'' may 

have a Eat content no greater than 21\; 

(c) ''extra lean hamburger'' or ''extra lean grout1d beef'' 

may have a fat content no greater than 18\. 

tHt .u2l "Honey" means the nectdr and saccnar1ne 

exudations of plants gathered, modified, and stored in the 

comb by honey bees; is levorotatory, contains not more than 

25% of water, not more than .25% of ash, and not more than 

8% sucrose. 

tTBt_i_1_B "Label" means a display of written, printed, 

or graphic matter on the immediate container of an article. 

{"Immediate container" does not include package liners.) 

t1:9t.i1l.l "Labeling" means labels and other written, 

printed, or graphic matter: 

(a) on an article or its containers or wrappers; 

[b) accompanying the article. 

t:tet11_~1_ "Menu" means any list presented to the patron 
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which states the food items for sale in a food service 

establishment. 

11.2_L"Mineral water" me_ans water that _contains more 

than 500 parts per million total d~ssolved mineral solids. 

t~lt...Ll.Q.l "New drug" means a drug, the composition of 

which is such that: 

(a} it is not generally recognized, among experts 

qualified by scientific training and experience to evaluate 

the safety and effectiveness of drugs, as safe and effective 

for use under the conditions prescribed, recommended, or 

suggested in its labeling; or 

(b) the drug, as a result of investigations to 

determine its safety and effectiveness for use under the 

conditions prescribed, has become so recognized but which 

has not, otherwise than in the investigations, been used to 

a material extent or for a material time under 

conditions prescribed. 

the 

tUt( 31) "Official compendium" means the official 

United States Pharmacopoeia, official National Formulary, or 

a supplement to either of these. 

t~3tl.lli "Organic food" means food that conforms to the 

definition in 50-31-222. 

t24tllll "Package" means a container or wrapping 1n 

which a consumer commodity is enclosed for use 1n the 

delivery or display of that consumer commodity to retail 
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purchasers but does not include: 

(a) shipping containers or wrappings used solely for 

the transportation of a consumer commodity in bulk or in 

qu3ntity to manufacturers, packers, or processors or to 

wholesale or retail distributors; 

(b) shipping conta1ners or outer wrappings used by 

retailers to ship or deliver a commodity to retail customers 

if the conla.iners and wrappings bear no printed matter 

pertaining t;:, a particular commodity. 

t25t~ ''Person" includes an individual, partnership, 

corporation, and association. 

t~6t~ "Pesticide chemical" means a ::;ub~tunct'> which 

alone, 1n chemical combination, or in formulation with one 

or more other substances is an ''economic poison'' under the 

Federal Insecticide, Fungicide, and Rodenticide Act (7 

U.S.C., sees. 135-135k), as amended, and which is used in 

the production, storage, or transportation of raw 

agricultural co~uodities. 

t?~t{36) "Placard'' means any nonpermanent sign used to 

display or describe food items for sale in a food service 

establishment or retail establishment. 

t%Bt.f.l21 "Principal display panel" mean5 that part of a 

label that is most likely to be displayed, presented, shown, 

or examined under normal and customdry conditions of display 

for retail sale. 
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t29t(38} "Processing" means cooking, baking, heating, 

2 drying, mixing, grinding, churning, separating, extracting, 

3 cutting, freezing, or otherwise manufacturing a food or 

4 changing the physical characteristics of a food, and the 

5 enclosure of such food in a package. 

6 (39) "Purified water'' means water pr;_2_g_~ced by 

7 distil!ation, deionization, reverse osmosis, or other method 

8 and that meets the definition of purified water in the 20th 

9 edi~ion of the pharmacopoeia of the United States of 

10 America, 1980. 

ll t3Btl...!Q.l "Raw agricu:..tural commodity'' means food in ~ts 

12 raw or natural stgte, including fruits that are washed, 

13 colored, or otherwise treated in their unpeeled natural furm 

14 prior to marketing. 

15 t~lt_L4_U_ "Retail establishment" means a con~ercial 

16 establishment at which meat or meat products are displayed 

17 for sale or provision to the public with or without charge. 

18 (42) "Spri~_9_~9-ter" means water that ori_g_~_.0_ates in an 

19 underground formation and flows n~~-!"-~!~_y, without external 

20 force or vacuum, _ _!_?______5!_natur_a.l orifice in the surface of the 

21 earth. 

22 t3-2tJ...!ll ''State board" or "board'' means the board of 

23 health and environmental sciences provided for in 2-15-2104. 

24 t33tJ....!!l "Synthetically compounded" means a product 

2S formulated by a process that chemically changes a material 
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or substance extracted from naturally occurring plant, 

animal, or mineral sources, except for microbiological 

processes. 

~_:_!!_C!_~e_r-bottling plant" means any facility in which 

bottled w~t~_£_ is produced. 

l~:_§_}_ "Well water" means water that: 

(a) is taken from below __ the ground through a piping 

device or similar installe~j~vice utilizing external force 

or vacuum; 

(b) is not modi_fied in its mineral cor:~_ent; and 

(c) may have undergone minim~m treatmen~ consisting 

Of"!" 

t±t--aet±!_ated:-ea-rbon-or-pa't"t 1:e!jt~~e- f-i: 1: t r~_~_!~;-an~ 

fi±t ~onization or an ~g_tt±o;ta±ent ACCI:::PTABLE 
---~----

disinfect io!]__ _ _process." 

NEW SECTION. Section 2. Labeling requirements for 

bottled water. (1) A person may not sell, deliver, offer for 

sale, hold for sale, or give away bottled water unless it 

conforms to and is labeled in compliance with the following 

stdndards: 

{a) bottled m1neral water must be labeled ''mineral 

water'' or ''natural mineral water''; 

(b) bottled water that contains naturally occurring 

carbon dioxide that emerges from the water and is bottled 

directly with its entrapped gas or tt'.at has been 
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mechanically separated from and subsequently reintroduced 

into the water at a level not higher than that naturally 

occurring in the water must be labeled ''naturally carbonated 

water'' or ''naturally sparkling water''. Bottled water that 

contains carbon dioxide from a source that is not naturally 

occurring may not be labeled with the word "naturally''. 

(c) bottled artesian water may be labeled ''artesian 

well water'', ''natural artesian water'', or "natural well 

water"; 

{d) bottled spring water may be labeled ''spring water'' 

or ''natural spring water''; 

(e) bottled well water may be labeled "well water" or 

''natural well water'': 

(f) bottled purified water must be labeled 11 purified 

water" and state the method of preparation. All of the 

letters specifiying the type of bottled water must be 

printed 1n the same type size, style, and color. However, 

bottled purified water produced by distillation may be 

labeled ''distilled water". 

{g) bottled demineralized water that is not purified 

water must be labeled ''demineraliz~d water'' and state the 

method of preparation. All of the letters specifying the 

type of bottled water must be printed in the same type size, 

style, and color. However, bottled demineralized water 

produced by distillation may be labeled ''distilled water". 

-13- HB 684 

1 

2 

4 

5 

6 

7 

8 

9 

10 

ll 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

HB 0684/02 

(h) bottled drinking water must be labeled "drinking 

water"; 

(i) bottled fluoridated water must specify on the 

label whether the fluoride is naturally occurring or added; 

{j) unless the water is in fact spring water, language 

containing the word "spring" or "springs" may not be used as 

a brand name on the label or in words describing the bottled 

water. 

(2) A product meeting more than or.e definition may be 

labeled with any of the definitions with wh:ch it complies. 

NEW SEC'riON. Section 3. He a 1 th claims tor bottled 

water. Claims of medicinal or health-giving properties en 

labels or ~n advertisements for bottled ~ater are 

prohibited. 

NEW SECTION,~_ Section 4. Misrepresentation of a 

company name. A bottler, distribt:.tor. or vendor ot bottled 

water whose company name or trademark contains the words 

"spring", "springs", "well", "artesian well", ''mineral", or 

any derivative of those words shall label each bottle with 

the ccmpany 1 s brand name or trademark and, if the source of 

the bottled water is different from the source stated in the 

company name, the source of the water. This information must 

be in typeface at least equal to the size cf the typeface of 

the company name or trademark. 

Section 5. Section 50-31-110, MCA, is amended to read: 
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"50-31-110. Certain agricultural chemicals not color 

additives. Subsections t3t ill and t4t ~ of 50-31-103 do 

not apply to a pesticide chemical, soil or plant nutrient, 

or other agricultural chemical solely because of its effect 

in aiding, retarding, or otherwise affecting, directly or 

indirectly, the growth or other natural physiological 

process of produce of the soil and thereby affecting its 

color, whether before or after harvest." 

Section 6. Section 50-31-208, MCA, is amended to read: 

"50-31-208. Sale of hamburger and beef patty mix. (l) 

No food service establishment or retail establishme~t may 

use the terms ''hamburger'', ''burger'', or other similar term 

1n any advertisement or menu to refer to any beef patty mix. 

A food service establishment or retail establishment selling 

or serving beef patty mix may refer to the product as "beef 

patty mix" or by any other term which accurately informs the 

customer of the nature of the food product which he is sold 

or served. 

(2) If beef patty mix is sold or served in a food 

service establish~ent or retail establishment, a list of 

ingredients must appear on the menu or label, or, 

is no menu or label, on a placard as follows: 

if there 

(a) The term "beef patty mix" or any other term which 

accurately informs the customer of the nature of the food 

product and its ingredients must be included. 
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(b} The ingredients must be listed in descending order 

of predominance by weight. 

(c) If there is no menu or label, the lettering on the 

placard must be at least 1 inch in height (72-paint letters) 

in boldface and in colors that contrast with the placard. 

(d) The placard must be posted in a permanent place, 

conspicuous to the customer, in each room or area where food 

is served or sold at retail. 

(3) If ha~burger or ground beef is sold 1n a retail 

establishment, the grade, as defi11ed in 50-31-103ti6tt24l, 

and the maximum fat content must appedr on each displayed 

package, or if the product is not packaged for displ~y, ~n a 

placard. If a placard is used, it must satisty the 

requirements of subsections (2)(c) and (2}(d) of this 

section. The provisions of this subsection do not apply to 

the service of prepdred hamburger or ground beef at a food 

service establishment.~ 

Section 7. Section 50-31-312, MCA, is amended to read: 

"S0-31-312. Exemptions from new drug application 

requirement. (l) Sectio11 50-31-311 shall not apply to: 

(a) a drug intended solely for investigational use by 

experts qualified by scientific training and experience to 

investigate the safety and effective11ess of drugs, provided 

the drug is plainly labeled in compliance with regulations 

issued by the department or pursLJdllt to section 505(i) or 
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507(d) of the federal act; 

(b) a drug sold in this state at any time prior to the 

enactment of this chapter or introduced into interstate 

commerce at any time prior to the enactment of the federal 

5 act; 

6 {c) any drug which is licensed under the Virus, Serum, 

7 and Toxin Act of July 1, 1902 (U.S.C. 1958 ed. Title 42, 

8 chapter 6A, sec. 262); or 

9 (d) any drug which is subject to 50-Jl-J06(l)(n). 

10 (2) The provisions of 50-31-l03trtt~ shall not 

11 apply to any drug, when such drug is intended solely for use 

12 under conditions prescribed, recommended, or suggested in 

13 labeling with respect to such drug, which on October 9, 

14 1962, or on the date immediately preceding July 1, 1967: 

15 (a) was commercially sold or used in this state or in 

16 the United States; 

17 (b) was not a new drug as defined by 50-31-lOJtrtt~ 

18 as then in forcei and 

19 (c) was not covered by an effective application under 

20 50-31-311 or under section 505 of the federal act.'' 

21 NEW SECTION. Section B. codification instruction. 

22 [Sections 2 through 4] are intended to be codified as an 

23 integral part of Title 50, chapter 31, and the provisions of 

24 Title 50, chapter 31, apply to [sections 2 through 4). 

25 NEW SECTION. Section 9. Extension of authority. Any 
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existing authority to make rules on the subject of the 

provisions of [this act} is extended to the provisions of 

(this act]. 

-End-
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] 

APPROVED BY COMM. ON 
HUMAN SERVICES AND AGING 

HOUSE BILL NO. 684 

INTRODUCED BY GRINDE 

4 A BILL FOR AN ACT ENTITLED: "AN ACT TO AMEND THE MONTANA 

5 FOOD, DRUG, AND COSMETIC ACT TO INCLUDE REGULATION OF 

6 BOTTLED WATER: AND AMENDING SECTIONS 50-31-103, 50-31-110, 

7 50-31-208, AND 50-31-312, MCA." 

8 

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

10 Section 1. Section 50-31-103, MCA, is amended to read: 

11 •so-31-103. Definitions. Unless the context requires 

12 otherwise, in this chapter the following definitions apply: 

13 ( l) ''Advertisement'' means representations disseminated 

14 in any manner or by any means, other than by labeling, for 

15 the purpose of inducing or which are likely to induce, 

16 directly or indirectly, the purchase of food, drugs, 

17 devices, or cosmetics. 

18 (2) "Approved source" means water from a spring, 

19 artesian --~ell, drilled well, municipal water supply, or 

20 other source that has been found by the department to be of 

21 a safe and sanitary quality. 

22 (3) "Artesian water" means water that is forced from 

23 below the ground ~o TOWARD the surface through a well by 

24 natural underground pressure. 

25 titill .. Beef patty mix" means "hamburger" or "ground 

~, .. _, .. .,._ 
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HOUSE BILL NO. 684 

INTRODUCED BY GRINDE 

A BILL FOR AN ACT ENTITLED: "AN ACT TO AMEND THE MONTANA 

fOOD, DRUG, AND COSMETIC ACT TO INCLUDE REGULATION OF 

BOrTLED WATER; AND AMENDING SECTIONS' 50-31-103, 50-ll-110, 

50-31-208, AND 50-ll-312, MCA." 

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

Section 1. section 50-31-103, MCA, is amended to read: 

•50-31-103. Definitions. Unless the context requires 

otherwise, in this chapter the following definitions apply: 

(1) •Advertise~nt" aeans representations disseainated 

Ln any aanner or by any aeans, other than by labeling, for 

the purpose of inducing or which are likely to induce, 

directly or indirectly, the purchase of food, drugs, 

devices, or cosmetics~ 

(2t •Approved source" •eans water from a spring, 

artesian well, drilled well, aunicipal water supply, or 

o!her source that has been found by the depart.ent to be of 

a safe and sanitary quality. 

(3) "Artesian water• aeans water that is forced from 

below the ground to TOWARD the surface through a well by 

natural underground pressure. 

titi!l •&eef patty •ix" .eans "ha.burger• or •ground 
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beef• to which has have been added binders or extender• aa 

those teras are understood by general custa. and usage in 

the food industry. 

(51 "Bottled water• •eans carbonated, de•ineraliaed, 

distilled, fluoridated, •ineral, purified, sparkling, or 

other water that is from an approved source THA~ IS 

DISINFECTED and placed in a sealed container or package for 

hu.an consuaption. 

(6) •carbonated water• or •sparkling water• .. ana 

water that contains carbon dioxide. 

t3t1ll "Color• includes black, white, and inter.ediate 

grays. 

t4ti!l (a) "Color additive• aeans a aaterial which: 

(i) is a dye, pig•ent, or other substance aade by a 

process of synthesis or siailar artifice or eztracted, 

isolated, or otherwise derived, with or without inter.ediate 

or final change of identity, free a vegetable, aniaal, 

aineral, or other source; or 

(ii) when added or applied to a food, drug, or co ... tlc 

or to the human body is capable (alone or through reaction 

with other substance) of iaparting color thereto. 

(b) This ter• does not include .aterial which has been 

or hereafter Ia exeapted under the federal act. 

t5ti!l •consuaer commodity•, except aa othervla• 

specifically provided by this subsection, aeans •ny food, 
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drug, device, or cosmetic as those terms are defined by this 

chapter or by the federal act and regulations pursuant 

thereto. The tera does not include: 

(a) any tobacco or tobacco product; 

(b) a commodity subject to packaging or labeling 

requirements imposed under the Federal Insecticide, 

Fungicide, and Rodenticide Act or the provisions of the 

eighth paragraph under the heading MBureau of Animal 

Industry" of the act of March 4, 1913 ( 37 Stat. 832-833; 21 

U.S.C. lSl-157), commonly known as the virus, serum, and 

toxin act; 

(c) a drug 

50-31-307(l)(c) or 

act; 

subject to 50-3l-l06(l)(m) or 

section 503(b)(ll or 506 of the federal 

(d) a beverage subject to or complying with packaging 

or labeling requirements imposed under the Federal Alcohol 

Administration Act {27 U.S.C., et seq.); or 

(e) a commodity subject to the Federal Seed Act (7 

u.s.c. 1551-1610). 

t67l.!!U_ "Contaminated with filth" applies to a food, 

drug, device, or cosmetic not securely protected from dust, 

dirt, and, as far as may be necessary by all reasonable 

means, from foreign or injurious contaminations~ 

t~ti!!l •cosmetic" Deans: 

(a) articles intended to be rubbed, poured, sprinkled, 
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sprayed on, introduced into, or 

human body for cleansing, 

HB 06U/02 

otherwise applied to the 

beautifying, pra.oting 

attractiveness, or altering the appearance; 

(b) articles intended for use as a component of these 

articles, except that the term does not include soap. 

t8tlill ••counterfeit drug" means a druq, drug 

container, or drug label which, without authorization bears 

the trademark, trade name, oc other identifying .. rk, 

imprint, or device or any likeness thereof of a dru9 

manufacturer, processor, packer, or distributor other than 

the person who in fact manufactured, processed, packed, or 

distributed the drug and which falsely purports or is 

represented to be the product of or to have been packed or 

distributed by the other drug manufacturer, processor, 

packer, or distributor. 

113) "Demineralized water'' means water that has been 

demineralized by dist i llat ian, de ionization, reverae 

os1110sis, O-f' __ other methods and contains not aore than 10 

parts per million total solids. 

t9t1!!1 .. Department" means the depdrtment of health -And 

env.i.conau:~ntal sciences provided for 10 Title 2, chapter lS, 

part 21. 

ti8t1!21 "Oev1ce" (e~cept when used in 50-ll-107(2), 

S0-31-201(6), 50-ll-J06(l)(c) dnd (ll(q). 50-31-402(3). .and 

S0-31-501(10)1 "eans .Lnstrument~, dppdratua, .and 
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contrivances, includinq their components, parts, and 

accessories, int~nded: 

(a) foe use 1n the di4gnosis, cure, mitigation, 

treatment, or prevention of disea»e in •an or other aniaals; 

(b) to affect the structure or function of the body of 

man or other animals. 

(16) "Distilled w4ter" aeans purified water that has 

been vaporized and condensed. 

(171 "Drinking water" means water that has undergone 

purification, distillation, demineralization, 

mineralization, ACTIVATED CARBON OR PARTICULATE FILTRATION, 

fl_uoridation, carbonation, or other similar process or has 

undergone minimum treatment consisting of_~ 

tat--aetiTate4-earbon-or-partteaia~e-filtTatton;-aftd 

tBt ozonization 0[ 

disinfection process. 

tHtilll "Dcug• means: 

an eqt1-iYa%el\t: ACCEPTABLE 

(a) articles recognized in the official United States 

PharMacopoeia, official National Formulary, or a supplement 

to either of these; 

tb) articles intended for use in the diagnosis, cure, 

mitigation, treatment, 

other animals; 

0[ prevention of disease in .an or 

(c) articles (other than food) intended to affect the 

structure or function of the body of man or other animals; 
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(d) artfcles intended for use as c011ponents of any 

article specified in subsections (a), (b), or (c) but does 

not include devices or their 

accessories. 

components, pcarts, or 

tiiti!.tl ·•rederal act" means the Federal Food, DUl9, 

and Cosmetic Act, as amended (Title 21 u.s.c. 101, et seq.). 

1201 "Fluoridated water•• means water that contains, 

naturally or by addition, fluoride ions.in quantities of not 

les~ __ than.....Q_J_and not more than t.4 mil!!.9.!~~-~r liter and 

complies_ wi~h the food and druq __ ~~l~~i.~_tration quality 

standards set forth in 21. CFR.~b1?.~ 

tHt11.!1 "f'ood" means: 

{aJ articles used for food vr dci.nk for mdn or other 

animals; 

(b) chewing gum; and 

(c) articles used for components of these articles. 

ti4till1 (a) "Food additive" means a substance, the 

intended use of which results or may be red5onably expected 

to result, directly or indirectly, in its becoainq a 

component or otherwise affect1n9 the characteclstics of food 

(including a substance intend~d for use in producing, 

manufacturing, packing, process1n~, 

packaging, transporting, or holding 

preparing, treating, 

food and 1ncludinq a 

source of radiation intended foe this use), if the substance 

is not generolly recognized, dmong ex'-'t!'cts qualified by 
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scientific training and experience to evaluate its safety, 

as having been adequately shown through scientific 

procedures (or, in the case of a substance used in a food 

prior to January l, 19S8, through either scientific 

procedures or experience based on common use in food) to be 

safe under the conditions of its intended use. 

tb) This term does not include: 

(i) a pesticide che•ical in or on a raw agricultural 

conunodity; 

(ii) a pesticide chemical to the extent that it 1s 

intended for use or is used in the production, sto~age, or 

transportation of a raw agricultural commodity; 

(iii} color additive; 

(iv) substance used in accordance with a sanction or 

approval granted prior to the enactment of the Food 

Additives Amendment of 19S8, pursuant to the federdl get, 

the Poultry Products Inspection Act (21 U.S.C. 4Sl, et 

seqa ), or the Meat Inspection Act of March 4, 1907 (34 Stat .. 

1260), as amended and extended (21 U.S.C. 71, et seq.J. 

tlStl!l.l "Food service establishment" ~aeans a 

restaurant, catering vehicle, vending machine, delicatessen, 

fast-food retailer, or any other place that serves food to 

the public for consumption either at or away from the point 

of service, and any facility operated by a 9ove~nmental 

entity where food is served. 
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tt6t11!1 "H~mburqer• or •ground beef• means ground 

fresh or frozen beef or a combination Qf both fresh and 

frozen beef, with or without the addition of suet, to which 

no water, binders, or extenders dee added. There are three 

qrades of hamburger or ground beef~ 

(a) "economy hamburger" or "economy ground beef" may 

have a fat content no greater than the federal standard set 

forth in 9 C.F.R. 319.15; 

(b) "regulae hamburger" or "regular ground beef• may 

have a fat content no greater than 21\; 

(c) "extra lea.n hamburget" or "extra lean ground beef" 

may have a fat content no greater thdn 18\. 

ttit~ "Honey" means the nectgr gnd saccharine 

exudations of plants gathered, modified, and stored 1n the 

comb by honey bees; is levorotatory, contains not more than 

25\ of water, not more than .25\ of ash, and not more th•n 

8\ sucrose. 

tt8ti1!1 "Label" means d display of writt-en, printe-d, 

or graphic matter on th~ immediate container of an article. 

("Immediate container" does not include package lLnacs.) 

ti9till.l '"Labeling" means labels and other written, 

printed, or graphic matter: 

CaJ on an article or its containers or w.r.r:t.ppers; 

Cb) accompanying the article. 

ti8til!.l "Menu•• means any list pres~nt~d to the p.tcon 
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which states the food items for sat• in ~ food service 

establis~ent. 

t29) KMineral water• .eans water that contains more 

than SOO parts per •illion total dissolved •ineral solids. 

tiltil!l •New dru9• .eans a dr~g, the composition of 

which is such that: 

ta) it is not ~eBerally recognized, a.on9 experts 

qualified by scientific training and experience to evaluate 

the safety and effectiveness of drugs, as safe and effective 

for use under the conditions prescribed, recommended, or 

suggested in its labeling; or 

(bl the drug, as a 

deter•ine its safety and 

result of investiqations to 

effectiveness for use under the 

conditions prescribed, has becoae so recoqnized but which 

has not, otherwise than in the investiqations, been used to 

a material extent or for a material time under 

conditions prescribed. 

the 

t~~til!l "Official compendium" means the official 

United States Pharmacopoeia, official National Formulary, or 

a supplement to either of these. 

t~~ltlll "Organic food• means food that conforms to the 

definition in 50-ll-222. 

ti4~i!ll "Package" means a container or wrapping in 

which a consumer commodity is enclosed for use in the 

delivery or display of that consumer commodity to retail 
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pufc~sera bul does not include• 

tal shipping containers or wr~ppinq~ ~sed solely fa< 

the tfansportation of 4 consumer com.vdity in ~ulk of in 

quantity to manufaeturers, PQckers, or pr~e5aors o~ to 

wholesale or retail distributors; 

(b) sh1ppinq containers or out~r wrdpplnqs used by 

retailers to snip or deliver a commodity to retail custo.era 

if the conta1ners and wcappinqs bear no printed matter 

pertaining to a particular commodity. 

t:Z5~illl "Person" includes an individual, partnership, 

corporation, and association. 

ti6t~ "Pesticide chemical~ means a substdn~e which 

alone, in che•ical combination, or in foraulAtion with one 

or more other substances is an "economic poison" under the 

Federal Insecticide, Fungicide, and Rodenticide Act (7 

u.s.c., sees. 13S-ll5k), as amended, and which is used in 

the production, storage, or t ranspor tat ion of raw 

agricultural commodities. 

ti1tll!l •Ptacard" means any nonpermanent siqn used to 

display or describe food items for sdle in a food service 

establishment or retail establishment. 

ti8tlill "Principal display panel'" m ... ans that part of • 

label that is most likely to be displayed, presented, shown, 

or examined under normal and customary conditions of cliapl•y 

for retail sale. 
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ti9tl!!l "Processinq" means cooking, baking, heatinq, 

drying, mixing, qrindin9, churning, separating, extracting, 

cutting, freezing, or otherwise manufacturing a food or 

changing the physical characteristics of a food, and the 

enclosure of such food in a package. 

(39) "Purified water" means water produced _!>Y 
distillation, deioniz4tion, reverse osmosis, or other method 

and that meets the definition of purified water in the 20th 

edition of the pharmacopoeia of the United States of 

Anlerica, 1980. 

t38t1..!!!1 "Raw agricultural commodity" means food in its 

raw Or natural state_, including fruits that are washed, 

colored, or otherwise treated in their unpeeled natural form 

prior to marketing. 

Hiti!!l "Retail establ1shment" means a commercial 

establishment at which meat or meat products. are displaye~1 

for sale or provision to the public w1th or without charge. 

(42) "-'Spring water• means water tha':._~!_iginates in an 

underground formation and flows natural!l~--'- without external 

force or vacuum, tq a-natural orifice i~ the _s~rface of the 

earth. 

t3ilt1.!.!1 "State board" or "board" means the board of 

health and environmental sciences provided for in 2-15-2104. 

t33ti.!!l "Synthetically compounded" means a p_roduct 

formulated by a process that chemicdlly changes a material 
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or substance extracted from naturally occurring plant, 

animal, or mineral sources, except for microbiolCH)iCal 

processes. 

(45) •water-bottling plant•• medn~~ fac~___!_!!_ which 

bottled water is produced. 

l!__§l__ "Well water" means water that"~ 

~ is taken.from below the ground through a piping 

device or si_milar_~_nstalled device utilizing- external force 

e.!-~~'!!.! 

(b) is not modified in j._!.s miner~!_ conte~lt-; and 

(<.:l ~have undergone minimum treatme~- con~isting 

of• 

ili -=--~~!_1:Yat:ed-_eat"eon-or -~!!_!_~~-~t~- t1:_t !" !"ft_t !~t'l ~ 

tt!l ozonization or dn 
~~~----~ 

ACCEPTABL!i: ~!!_~!~'!.! 

disinfection process." 

NE~"-~ECT ION. Section 2. La be li nq requ i reaents foe 

bottled water. (1) A person may not sell, deliver, offer for 

sale, hold for sale, or give away bottled Water unless it 

conforms to and is labeled 10 c'ompliance with th·e followinq 

standards: 

(a) bottled m1nerpl wdter mu~t be labeled "miner•l 

waterM or "natural minerdl waterh; 

(b) bottled Water thdt contains naturally occurcin9 

carbon dioxide that emerqes from the water and is bottled 

directly with its entrapped gas or that has been 
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.echanically separated from and subsequently reintroduced 

into the water at a le~el not higher than that natuJally 

occurring in the water must be labeled .. naturally carboaated 

~ater• or "naturally sparkling water•. Bottled water that 

contains carbon dioxide from a source that is not naturally 

occurrinq may not be labeled with the word •naturally". 

(c~ bottled artesian vater may be labeled "artesian 

well water"# ••natural artesian_ water", or •natural well 

water•; 

(d) bottled spring water may be labeled "spring water" 

or unatural spring water": 

(e) bottled well water may be labeled •well water•• or 

•natural well water"; 

(f) bottled purified water must be labeled "purified 

water" and state the method of preparation. All of the 

letters specifiying the type of bottled water mu~t be 

printed 1n the 

bottled purified 

same type size, style, and color. However, 

water produced by distillation may be 

labeled "distilled water-. 

(g) bottled demineralized water that is not purified 

water must be labeled "demineralized water" and state the 

method of preparation. All of the letters specifying the 

type of bottled water must be printed 1n the same type size, 

style, and color. However, battled demineralized water 

produced by distillation may be labeled "distilled water~. 
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(h) bottled drinking water must be l~beled •drinking 

water": 

(i) bottled fluoridated ~Qt~r ~u$t spvcify an the 

label wne~ber the fluoride 1s natur~lly occurring or added; 

(j~ unless the water is in fact spring water, languaqe 

containin9 the word ••spring" or ''springs" may not be used as 

a brand name on the label or in wards describing the bottled 

w.a.ter. 

(2) A product meeting more than one definition may be 

labeled with any of the definitions ~lth which it complies. 

NEW SEC.:T!ON. Section 3. Health clai•s for bottled 

water. Claims of medicinal or health-giving praperl1es oo 

labels or in advertisements for bottled water ace 

prohibited. 

NEW SECTION. Section 4. Misrepresentation ot a 

~pany name. A bottler, distributor, or vendor of bottled 

water whose company name or trademark contains the words 

"spring", "springs", "well", "ar[e~ian well~, Mmineral•. or 

any derivative of those words shall label each bottle with 

the company's brand name or tradem~rk and, if the source of 

the bottled water is different from the source stated in the 

company name, the source ot the Wdter. This 1ntoc~ation aust 

be in typeface at least equal to the ~1ze of the typeface of 

the compdny nam~ or trademark. 

Section 5. Sectton SO-ll-110, MCA, 1s amenU~d to ~ead; 
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•so-31-110. Certain agricultural ch~icals not color 

additives. Subsections t3t 12~ and t4t l!l of 50-31-103 do 

not apply to a pesticide chemical, soil or plant nutrient, 

or other agricultural chemical solely because of its effect 

in aiding, ret~rding, or otherwise affecting, directly or 

indirectly, the growth or other natural physiological 

process of produce of the soi.l and thereby affectin9 its 

color, whether- before or after harvest." 

Section 6. Section 50-31-208, MCA, is amended to <ead: 

"50-31-208. Sale of ha•bu<ge< and beef patty aix. t1) 

No food service establishment or retail establishment may 

use the terms "hamburger", "burger", or other similar t• .1. 

in any advertisement or menu to refer to any beef patty m1x. 

A food service establishment or re·tail establishm·ent selling 

or servinq beef patty mix may refer to the product as "beef· 

patty mix" or by any other term which accurately informs t tw 

customer of the nature of the food product which he is sold 

or served. 

(2)- If beef patty mix is sold or serve·d in a 'food 

service establiShment or retail establishment, a: list of 

ingredients must appear on the menu or label. or, if there 

is no menu or label, on a placard as follows: 

(a) The term "beef patty mix" or any other term which 

accurately informs the customer of the nature of the food 

product and its ingredients must be included. 
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tb) The ingredients must be listed in descendin9 order 

of predominance by weight. 

(c) If there is no menu or label, th~ lettering on the 

placard must be at least 1 inch in hei9ht (72-point letters) 

1n boldface and in colors that contrast with the placard. 

(d) The placard must be posted in a permanent place, 

conspicuous to the customer, in each room or area where food 

is served o~ sold at retail. 

(3) rf hdmburqer or ground beef is sold in a retail 

estd.blishmen~, the qrdde, as defined in 50-31-10ltl:6tll.!l, 

and the ma•imum fat content must dppear on each displayed 

package. 9r 1f the pro~uct is not pdckdged for displ4y. on a 

placa~d. If a placard is used, it mu~t satisfy the 

requirements of subsections (2)(c) and (2)(d) of this 

section. _The provisions of this subsection do not apply to 

the service of prepdred hdmburqer or ground beef dt a food 

service establishment." 

Section 7. SectiOn 50-31-JU, !'4CA, is amended to <ead: 

•so-31-312. Exe•ptions froa new dru9 application 

require•cnt. {1) Section SO-Jl-311 shall not apply to: 

(a) a drug intended splely for inve~t~qdtional ~s~. by_ 

experts qualified by scientific traintng and experience to 

investigate the safety and etfectivenes~ of drugs, provided 

the dru9 is plainly labeled in compliance with re9ulationa 

issued by the depdrtment oc pursudnt to s~cti.on SOS(i) Ol' 
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5~7(dl of the federal act; 

(b) a drug sold in tbis state at any time prior to the 

enactment of this chapter or introduced into interstate 

comMerce aX any time prior to the enactment of the federal 

~ act: 

6 (c) any drug which ia licensed under the Virus, Serum,_ 

7 and Toxin Act of July l, 1902 (U.S.C. 1958 ed. Title 42, 

8 chapter 6A, sec. 2621: or 

9 (d) any drug which l$ subject to 50-l1-l06(1)(n). 

10 (2) The provisions of 50-ll-lOltilt~ shall not 

11 apply to any drug, whe~ su~h drug is intended solely fot use 

12 under conditions prescribed, recommended, or sug~ested in 

13 labeling with respect to such drug, which on October 9, 

14 1962, or on the date immediately preceding July 1, 1967: 

15 (a) was commerclally sold or used in this state or in 

16 the United States; 

17 (b) was not a new dru9 as defined by 50-ll-lOltilt~ 

18 as then in force; and 

19 (c) wa• not covered by an effective application under 

20 50-31-311 or under section 505 of the federal act." 

21 NEW SECTION. Section 8. Codification instruction. 

22 (Sections 2 through 4} are intended to be codified as an 

23 integral part of Title 50, chapter Jl, and the provisions of 

24 Title SO, chapter 31, apply to [sections 2 throu9h 4). 

2S NEW SECTION. Sec«on 9. Extension of authority. Any 
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existinq a~thority to make rules on the subject of the 

provisions of (this act} is extended to the provisions of 

fthis actl. 

-End-
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