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An Act relating to the labeling, advertising, adulterat:ion,
misbranding, and dispensing of drugs, devices, and cosmeiics,
providing penalties, and providing properly related mat:ters.
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1 Aamend House File 343 as fcllows: v

2 1. Page 2, lines 6 and 7, by striking the words -

3 "other animals" and inserting the following: {w

4 "animal".

5 2. Page 2, line 9, by striking the words "other

6 animals" and inserting the following: "animal".

7 3. Page 2, line li, by striking the words "other

8 animals" and inserting the following: "animal".

9 4. Page 2, line 22, by striking the words "other

10 animals" and inserting the following: “animal®.

11 5. Page 2, lines 24 and 25, by striking the words

12 "other animals" and inserting the following:

13 "anmimal”.

14 6. Page 22, line 12, by striking the words "human

15 beings" and inserting the following: "humans”.

16 7. Page 25, line 6, by striking the words "drug

17 or device® and inserting the following: "drug,

18 device, or cosmetic".
By KREMER of Buchanan

’ H-3174 , FILED FEBRUAR 20, 1989
el 2-25-549/p 57))
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Section 1. NEW SECTION. 203B.1 TITLE.
This chapter may be cited as the "Iowa Drug, Device, and

Cosmetic Act".
Sec. 2. NEW SECTION. 203B.2 DEFINITIONS --APPLICABILITY.

As used in this chapter, uniess the context otherwise
requires:

1. "Advertising" means any representation disseminated 1in
any manner or by any means, other than by labeling, for the
purpose of inducing, or which is likely to induce, directly or
indirectly, the purchase of drugs, devices, or cosmetics.

2. "Board" means the board of pharmacy examiners.

3. "Contaminated with £ilth" means not securely protected
from dust, dirt, and as far as is necessary by all reasonable
means, from all foreign or injurious contaminations.

4. "Cosmetic" means any of the following, but does noct
include soap:

a. An article intended to be rubbed, poured, sprinkled. or
sprayed on, introduced into, or otherwise applied to the human
body or any part of a human body for c¢leaning, beautifying.
promoting attractiveness, or altering the appearance.

b. An article intended for use as a component of an
article defined in paragraph "a".

S. "Counterfeit drug" means a drug which, or the container
or labeling of which, without authorization, bears the
trademark, trade name, or other identifying mark, imprint, or
device, or any such likeness, of a drug manufacturer,
processor, packer, or distributor other than the person or
persons 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, such other drug manufacturer, processor,
packer, or distributor.

6. "Device" means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other

similar or related article, including any component, part, or
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accessory of any of these, which is any of the following:

a. Recognized as a device in the c¢fficial United States

Pharmacopoeia National Formulary or any supplement to it.

b. Intended for use in the diagnosis of diseases or other
conditions, or in the cure, mitigation, treatment, cr
prevention of diseases or other conditions in a human or cther
animals.

¢. Intended to affect the structure or any function c¢f the
body of a human or other animals, and which does not achieve
any of its principal intended purposes through chemical action
within or on the body of a human or other animals and which is
not dependent upon being metabolized for the achievement of
any of its principal intended purposes.

7. "Drug" means any of the following, but deoes not include
a device:

a. An article recognized as a drug in the cfficial Unirtad
States Pharmacopceia National Fermulary, official ilomeopathic
Phrarmacopoeia of the United States, or any supplement o
elther document.

0. An article intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of diseases 1n a human or
other animals.

c. An article, cother than food, intended to affect the
structure or any function of the body of a human or other
animals.

d. An article intended for use as a component of any
articles specified in paragraphs "a", "b", or "c".

8. '"Federal Act" means the federal Food, Drug, and
Cosmetic Act, which is codified in 21 U.S.C. § 301 et sedq.

9. "Immediate container" does not include a package liner.

10. "Label" means a display of written, printed, or
graphic matter upon the immedlate container of an articlie; and
a requirement made by or under authority of this chapter that
any word, statement, or other 1nformation appear on the labhel

1s not complied with unless the word, statemeat, or other
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information also appears on the outside container or wrapper

of the retail package of the article, or is easily legible
througn the outside container or wrapper.

11. “Labeling” means all labels and other written,
printed, or graphic matter upon an article or any of 1its
contalners ¢r wrappers, or accompanying an articile.

12. "New animal drug" means any drug 1i1ntended for use for
animals and not for humans, including any drug intended for
use in animal feed.

13. "New drug" means either of the follcwing:

&. Any drug, except a new animal drug, the composition cof
which 1s such that the drug 1s not generally recognized among
experts qualified by scientific training and experience to
evalvate the safety and effectiveness of drugs, as safe and
effective for use under the conditions oprescribed,
recommended, or suggested in its labeling, except that a drug
not so recognized is not a new drug if at any time prior to
the enactment of this chapter it was subject to the federal
Act, and 1f at that time its labeling contained the same
representations concerning the conditicons of its use,

b. Any drug, except a new animal drug, the composition of
which 1s such that the drug, as a result of investigations to
determine its safety and effectiveness for use under the
conditions prescribed, recommended, or suggested in its
labeling, has become recognized as safe and effectlive, but
which has not, other than in such investigations, been used to
a material extent cr for a material time under the conditions
prescribed, recommended, or suggested 1n its labeling.

14. "Official compendium"” means the official United States
Pharmacopoeia National Formulary, official Homecpathic
Pharmacopcoeia of the United States, or any supplement to
either document.

15. "Person" means an individual, partnership,
corperation, or association.

16. "Principal display panel" means that part of a label




(o]

that 1s most likely to be displayed, presented, shown, or

examined under normal and custcmary conditions of display tor
retail sale.

1
r

. "Safe" as used in this chapter has reference to the
neaith of a human or animal.
18. "Secretary" means the secretary of the United Staces

department of health and human services.

G = U s W

The provisions of this chapter regarding the selling of

9 drugs, devices, or cosmetics are applicable to the

10 manufacture, production, processing, packaging, expcsure,

11 offer, possession, and holding of any such article for sale;
12 and the sale, dispensing, and giving of any such article, and
13 the supplying or applying of any such article, in the conduct
14 of any drug, device, or cosmetic establishment.

i Sec. 3. NEW SECTION. 203B.3 PRCHIBITED ACTS.

16 The follewing acts and the caucing of the acts within this

17 state are unlawful:

i8 L. ‘The introduction or delivery for introduction into

19 commerce of any drug, device, or cosmetic that is adulterated
20 or misbranded.

1 2. The adulteration or misbranding of any drug, device, or
22 cosmetic 1n commerce.
23 3. The receipt in commerce of a drug, device, or cosmetic
24 that is adulterated or misbranded, and the delivery or

25 proffered delivery thereof for pay or otherwise.

26 4. The introduction or delivery for introduction into

27 commerce of a drug, device, or cosmetic in violation of

28 section 203B.12 or 203B.13.

25 5. The dissemination of any false advertising.
30 6. The refusal to permit entry or inspection, or to permit
31 the taking of a sample or to permit access to or copying of

32 any record as authorized by section 203B.18; or the failure to
33 establish or maintain any record or make any report required
34 under section 512(j}, 512(1}; or 512(m} of the federal Act, or

35 the refusal to permit access to or verification or copying of

_4_
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any such required record.

7. The manufacture within this state of a drug, device, Or
cosmetic that is adulterated or misbranded.

8. The giving of a guaranty or undertaking referred to in
section 203B.5, subsection 2, if the guaranty or undertaking
is false, except by a person whe relled upon a guaranty or
undertaking to the same effect, signed by, and contalning the
name and address of, the person residing in this state from
whom the person received the drug, device, or cosmetic in gocd
faith.

9. The removal or disposal of a detained or embargoed
drug, device, or cosmetic in violation of section 203B.6,
subsection 1.

10. The alteration, mutilation, destruction,
obliteration, or removal of the whole or any part of the
labeling of, or the doing of any other act with respect Lo a
drug, device, or ccsmetic, if the act 1s done while the
article is held for sale, whether or not it would be the first
sale, after shipment in commerce; and if the acticn results in
the article being adulterated or misbranded.

11. Forging, counterfeiting, simulating, or falseiy
representing, cr without proper authority using a mark, stamp,
tag, label, or other identification device authcrized or
required by rules cr regulations adopted under this chapter or
the federal Act.

12. Making, selling, disposing of, or keeping in
possession, control, or custody, or concealing a punch, die,
plate, stone, or other thing designed to print, imprint, or
reproduce the trademark, trade name, or other i1dentifying
mark, imprint, or device of ancther trademark, trade name,
mark, imprint, or device or a likeness of any trademark, trade
name, mark, imprint, or device upon a drug or drug container
or the labeling thereof so as to render the drug a counterfeit
drug.

13. The doing of an act which causes a drug to be a

_5_
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counterfeit drug, or the sale or dispensing, or the holding
for sale or dispensing, of a counterfeit drug.

ld. The use by a person to the person's own advantage, oOr
the revealing, other than to the board or to the person's
authorized representative or to the courts when relevant in a
judicial prcoceeding under this chapter, of any information
acquired under authority of this chapter concerning any methed
or process which as a trade secret i3 entitled to protection.

15. The use, on the labeling of a drug or device or 1in
advertising relating to a drug or device, of a representation
or suggestion that approval of an application with respect to
the drug or device is in effect under section 203B.12 or
sections 505, 515, or 520(g) cf the federal Act, or that tane
drug or device complies with the provisions of any of those
gections.

l16. The use, in labeling, advertising, or other sales
promotion of a reference to a report or analysis furnished in
compliance with section 203B.18 or section 704 of the federal
Act.

17. If a prescription drug 1s distributed or offered for
sale in this state, the failure of the manufacturer, packer,
or distributor of the prescription drug to maintain for
transmittal, or to transmit, to any practitioner licensed by
applicable law to administer the drug who makes written
request for informaticn as to the drug, true and correct
copies of all printed matter which is reguired to be included
in any package in which that drug is distributed or sold, or
such other printed matter as is approved under the federal
Act. This subsection does not exempt any person from a
labeling requirement imposed by or under this chapter.

18. a. Placing or causing to be placed upon any drug or
device or container thereof, with intent to defraud, the
trademark, trade name, or other identifying mark or imprint of
another trademark, trade name, mark, Or imprint or any

likeness of such a trademark, trade name, mark, or imprint.

-f-
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b. Selling, dispersing, dispcsing of; causing to be sold,
dispensed, or disposed of; or concealing or keeping 1in
possession, control, or custody, with intent to sell,
dispense, or dispose of, a drug, device, or container thereot,
with knowledge that the trademark, trade name, or other
identifying mark or imprint cf another trademark, trade nanme,
mark, or imprint or any lLikeness of any trademark, trade name,
mark, cr imprint has been placed thereon 1n a manner
prohibited by paragraph "a".

¢. Making, selling, disposing of; causing tc be made,
sold, or disposed of; keeping in possession, control, or
custody; or concealing with intent tc defraud any punch, die,
plate, stone, or other thing designed to print, imprint, or
reproduce the trademark, trade name, or other identifying
mark, 1mprint, or device of another trademark, trade name,
mark, or imprint or any likeness of any trademark, trade name,
mark, or imprint upon a drug ¢r container or labeling thereof
so as to render the drug a counterfeit drug.

19. The failure tc register in accordance with section 510
of the federal Act, the failure to provide any information
required by section 510{j) or 510(k) of the federal Act, or
the failure to provide a notice required by sectlon 510(3)(2)}
of the federal Act.

20. a. The failure or refusal to:

(1) Comply with a requirement prescribed under secticon S18
or 520(g) of the federal Act.

(2) Furnish any nctification or other material or
information required by or under section 519 or 520(g) of the
federal Act.

b. With respect to any device, the submission of any
report required by or under this chapter that is false or
misleading in any material respect.

21. The movement of a device in violation of an order
under section 304(g) of the federal Act or the removal or

alteration of any mark or label required by the order to

_7_




o
[T = = V- S SRR - SRV, I S ST RN NI

a4

Ll e B S o A
B~ v

F

1dentify the device as detained.

22. The failure to provide the notice regquired by section
412(b) or 412{c) of the federal Act, the failure to make the
reports required by section 412{(d)(1)(B) of the federal Act,
or the failure to meet the regquirements prescribed under
section 412(d)(2) of the federal Act.

Sec. 4. NEW SECTION. 203B.4 INJUNCTION PROCEEDINGS.

The board may apply to the district court for, and the

court has jurisdicticn upon hearing and for cause shcown to
grant, a temporary or permanent injunction restraining any
person from violating any prevision cof section 203B.3 whether
or not there exists an adequate remedy at law.

Sec. 5. NEW SECTION. 203B.S5 PENALTIES AND GUARANTY.

hi

1. A person who violates a preovision of this chapter is

guilty of a sericus misdemeannr; but 1f the violatiorn 1is
committed after a conviction of the person under this seczion
has become final, the person 1s guilty of an aggravated
misdemeanor.

2. A person is not subject to the penalties of subsection
1 if the person establishes a guaranty or undertaking sign&d
by, and contalning the name and address of another person
residing in this state from whom the person received the
article in good faith, to the effect that the article is not
adulterated or misbranded.

3. A publisher, radio-broadcast licensee, oI agency Gr
medium which disseminates false advertising, except the
manufacturer, packer, distributor, or seller of the article to
which false advertising relates, is rnot liable under this
section for the dissemination of the false advertising, unless
the person Knew or believed that the advertising was
deceptive, false, or misleading or the person has refused upon

the request of the board to furnish the board the name and

address, if known. of the manufacturer, packer, distributor.

seller, or advertising agency which caused the person to

disseminate the advertisement.




Sec. 6. NEW SECTION. 203B.6 EMBARGO. '

i. If a duly authorized agent of the board finds, or has

probable cause to believe, that a drug, device, or cosmetic is

PN SV S

adulterated or so misbranded as tc be dangerous or fraudulent,
within the meaning of this chapter, or is in vioclation of
section 203B.12 or 203B.13, the agent snhall affix to the
article a tag or otner appropriate marking, giving notice that
the article is, or is suspected of being, adulterated or

misbranded and has been detained ¢r embargoed, and warning al:

—
P D W e~ TN

perscns nct to remove or dispose of the articie by sale or

f]

otherwise until permission for removal or disposal is given by

—

an authorized agent or the court. It is unlawful Zor a perscn

—
Lo

to remove or dispose of the detained cor embargoed article by

—
e

sale or otherwise without such permission.
2. When an article is adulterated or misbranded cr 1is in

violation of section 203B.12 or 203B.13 and has been deta:ined

i
~ > oan

b=+
0

or embargoed, a petition may be filed with the district court
in whose Jjurisdiction the article is located, detained, or

embargoed for an order for condemnation of the article. If a

LS
< W0

duly autherized agent has found that an article which is

[
—

embargoed or detained is not adulterated or misbranded, the

tJ
tJ

agent shall remove the tag or other marking.

N
Lad

3. If the court finds that a sampled, detained, or

24 embargoed article is adulterated or misbranded, the article

25 shall be destroyed at the expense of the claimant of the

26 article, under the supervision of the agent, and all court

27 costs and fees, and storage and other proper expenses, shall
28 be taxed against the claimant of the article or the claimant's
29 agent; but if the adulteration or misbranding can be corrected
30 by proper labeling or processing of the article, the court,

31 after entry of the decree and after costs, fees, storage, and
32 other expenses have been paid and a good and sufficient bond,
33 conditicned that the article shall be so labeled or processed,
34 has been executed, may by order direct that the article be

35 delivered to the claimant for such labeling or processing .

_9_
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under the supervision of a duly authorized agent of the beard.
The expense of supervision shall be paid by the claimant. The
article shall be returned to the claimant and the bond shall
be discharged on the representation to the court by the bkcard
that the article 1s no longer in violation of this chapter,
and that the expenses of supervision have been paid.

Sec. 7. NEW SECTION. 203B.7 PROSECUTIONS.

The attorney general, or a county atterney, or a city

atterney to whom the board reports a violation of this
chapter, shall cause appropriate court proceedlngs to be
Instituted without delay and fo be prosecuted in the manner
required by law. Before a violation of this chapter 1s
reported to any such attorney for the instituticn of a
criminal proceeding, the person against whom the proceeding 1is
contemplated shall pe given appropriate nctice and an
opportunity to present the perscn's views befcre the beard or
its agent, either orelly or in writing, in person or by
attorney, with regard to the contemplated proceeding.
However, tine drug, device, or cosnetic shall be embargced by
the duly authorized agent.

Sec. 8. NEW SECTION. 203B.8 MINOR VIOLATIONS.

This chapter does nct require the board tc report minor

violations for prosecut-ion, or for the institution of
proceedinrngs under this chapter, if the board believes that the
public interest will be adequately served in the circumstances
by a suitable written notice or warning.

Sec. 9. NEW SECTION. 203B.9 DRUGS AND DEVICES --
ADULTERATION.

A drug or device is adulterated under any of the following

clrcumstances:

l. a. 1If it consists in whole or in part of any filthy,
putrid, or decomposed substance.

b. If 1t has been produced, prepared, packed, or held
under 1insanitary conditions wherebv it may have been

conctaminated with filth, or whereby it may have been rendered

..10.-.
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injurious to health. .
c. If it is a drug and the methods used in, or the

facilities or controls used for its manufacture, processing,
packing, or hclding do not ccnform to or are not operated or
administered in conformity with current good manufacturing
practice to assure that the drug meets the requirements of
this chapter as to safety and has the identity and strength,
and meets the quality and purity characteristics, which it
purports or is represented to possess.

d. If its container is composed, in whole or part, of any
poigsonous or deleterious substance which may render the
contents injuricus to health,

2. If it purports to be or is represented as a drug, the
name of which 1s recognized in an officlal compendium, and 1ts
strength differs from, c¢r 1ts quality or purity falls below,
the standards set forth in the official compendium. A
determination as to strength, quality, or purlty shalil be made
1n accordance with the tests or methcds of assay set fortn in .
the official compencium, or in the absence of or inadeguacy of
such tests or methods of assay, those prescribed¢ under
authority of the federal Act. A drug defined in an official
compendium 1s not adulterated under this subsection because it
differs from the standard of strength, quality, or purity set
forth in the official compendium, if its difference 1in
strength, quality, or purity from such standards is plainly
stated on its label. 1If a drug is recognized in both the
United States Pharmacopoeia National Formulary and the
Homeopathic Pharmacopoeia of the United States it is subject
to the United States Pharmacopoeia National Formulary unless
it is labeled and offered for sale as a homeopathic drug, in
which case it is subject to the Homeopathic Pharmacopoeia cf
the United States and not to the United States Pharmacopoeia
National Formulary.

3. If it is not subject to subsection 2 and its strength
differs from, or its purity or quality falls below, that which .

_ll_
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it purports or is represented to possess,

4., If it is a drug and any substance has been mixed or
packed with it so as to reduce its guality or strength, or any
substance has been substituted for it wholly cor in part.

5. If it is, or purports to be or is represented as, a
cdevice which is subject to a performance standard established
under secticn 514 of the federal Act, unless the device ig in
all respects in conformity with such standard.

6. If it is a device banned by the board or by the United
States food and drug administration.

7. If it is a device and the methods used in, cr the
faciiities or controls used for i1ts manufacture, vacking.
storage, or 1lnstallation are not in conformity with appiicanle
requirements under section 5S20(f)}(1) of the federal Act or an
appiicable condition as prescribed by an order under sectlicon
520(£)(2) of the federal Act.

8. If it is a device for which an exemption has beern
grancted under section 520(g) of the federal Act for
investigational use and the person who was granted the
exemptlon or any investigator who uses the device under tne
exemption fails to comply with a reguirement prescribed by or
under that section.

Sec. 10. NEW SECTION. 2038.10 DRUGS AND DEVICES --
MISBRANDING -- LABELING.

A drug or device is misbranded under any of the following

circumstances:

1. If its labeling is false or misleading in any
particular.

2. If in a package form unless it bears a label containing
both of the following:

a. The name and place of business of the manufacturer,
packetr, or distributor.

b. An accurate statement of the quantity ¢f the contents
in terms of weight, measure, or numerical count.

However, uncder paragraph "a" reascnable variations shall be

_12_
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permitted, and exemptiocns as to small packages shall be
allowed, in accordance with rules adopted by the board.

3. If any word, statement, or other information required
by or under the authority of this chapter to appear on the
label or labeling is not prominently placed therecn with such
conspicuousness, as compared with other words, statements,
designs, 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.

4, If it is for use by humans and contains any quantity of
the narcotic or hypnotic substance alpha-eucaine, barbituric
acid, beta-eucaine, bromal, cannabis, carbromal, chloral,
coca, cocaine, codeine, heroin, marijuana, morphine, oplum,
paraldehyde, peyote, or sulphonmethane; or any chemical
derivative of such a substance, which derivative, afterv
investigation, has beern designated as habit forming, by rules
adopted by the board under this chapter or by reguiaticns
adopted by the secretary piirsuant to section 502(d) of the
federal Act; unliess its label bears the name aand quantity or
proportion of such substance or derivative and in
juxtaposition therewith the statement "Warning -- May Be Habit
Forming."

5. a. If it is a drug, unless both of the following
apply:

(1) Its label bears, to the exclusion of any other
nonproprietary name except the applicable systematic chemical
name or the chemical formula:

{a) The established name of the drug, as specified in
paragraph "c¢", if such exists; and

(b) If the drug is fabricated from two or more
ingredients, the established name and quantity of each active
ingredient, including the quantity, kind, and proportion of
any alcohol, and also including, whether active or nct, the
established rame and quantity or propertion of any bromides,

ether, chloroform, acetanilide, acetcphenetidin, amidopyrine,

_13_
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antipyrine, atropine, hyoscine, hyoscyamine, arsenic,

digitalis, digitalis glucosides, mercury, ouabailn,
strophanthin, strychnine, thyroid, or any derivative or
preparation of any such substances, contained therein.
However, the requirement for stating the quantity of the
active ilngredients, other than the quantity of those
specifically ramed in this subparagraph subdivision, appiies
only to prescription drugs.

(2) For a prescripticn drug, the established name of th=
prescription drug or of an ingredient is printed, on the label
and on any labeling on which a name for the prescription drug
Or an ingredient is used, prominently and in type at least
half as large as that useé thereen for any preprietary name or
desigration for the prescription drug or ingredient. Howevey,
to the extent that compliance with subparagraph (1),
subparagraph subdivision (b) or this subparagraph is
impracticable, exemptions shall be allowed under rules cr
reguiations adopted by the board or the secretary under the
federal Act.

b. If it is a device and 1t has anr establ:ished name,
unless 1ts label bears, to the exclusion of any other
nonproprietary name, 1ts established name, as defined in
paragraph “"d", prominently printed in type at least half as
large as that used thereon for any proprietary name or
designation for the device., except that to the extent
compliance with this paragraph is impracticable, exemptions
shall be allowed under rules or regulations adopted by the
board or the secretary uncder the federal Act.

¢c. BAs used in paragraph “a“, the term "established name",
with respect to a drug or ingredient thereof, means one of the
following:

(1} The applicable official name designated pursuant to
section S08 of the federal Act.

(2) If nc such cfficial name exists and the drug or

ingredient is an article recognized in an official compendium,
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then its official title in the compendium,

{3y 1f neither subparagraph (1) nor (2) applies, then the
common or usual name, if any, of the drug or ingredient.
However, if subparagraph (2) applies to an article recognized
in the United States Pharmacopoeia Natioral Fermulary and in
the Homeopathic Pharmacopoeia of the United States under
different official titles, the official title used in the
United States Pharmacopoeia National rormulary applies unless
it is labeled and offered for sale as a hcmeopathic érug, in
which case the official title used in the Homeopathic
Pharmacopoeia of the United States appllies.

d. As used in paragraph "b", the term "established name"

1

with respect to a device means one of the fcllowing:

{1}y The applicable sfficial name of the device pursuant to

section 508 of the federal Act.

{2) If nc such official name exists and the device is an
article recognized in an official compendium, then its
official title in the compendium.

{3) If neither subparagraph (1) nor (2) applies, then any
common or usual name of the device.

6. Unless its labeling bears both of the following:

a. Adequate directions for use.

b. Adequate warnings against use in those pathological
conditions, or by children, where its use may be dangerous tc
health, or against unsafe dosage or methods or durations cof
administration or application, in the manner and form

necessary for the protection of users.

dowever, if & requirement of paragraph "a", as applied to a

drug or device, 1s not necessary for the protection of the
public health, the board or the secretary shall adopt ruies or
regulations exempting the drug or device from that
requirement.

7. If it purports to be a drug the name of which is
recognized in an official compendium, unless it is packaged

and labeled as prescribed in the official compendium.

_15_
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However, the method of packing may be modified with the
congent of the board or the secretary. If a drug is
recognized in both the United States Pharmacopoeia National
Formulary and the Homeopathic Pharmacopceia ©of the United
States, 1t 1s subject to the requirements of the United States
Pharmacopoeia National Formulary with respect o packaging and
labeling unless it 1s labeled and offered for sale as a
homeopathic drug, in which case it is subject to the
Homecopathic Pharmacopoeia of the United States, and not to the
United States Pharmacopoelia National Formulary. However, 1if
an inconsistency exists between this subsection and subsecticn
S as tc the name by which the drug cr its ingredients shall be
designated, subsection S5 prevails.

8. 1If it has been fcund by the board or the secretary Lo
pe a drug liable to deterioration, unless it is packaged 1in
the form and mannrer, and its label bears a statement of the
precautions that the board or the secretary by rule or
regulation requires as necessary for the protection of public
heaith. Such a rule or regulation shall not be established
for a drug recognized in an cofficial compendium until the
board or the secretary has informed the appropriate body
charged with the revision of the official compendium of the
need for such packaging or labeling requirements and that body
has failed within a reasconable time to prescribe such
requirements.

9. a. If it is a drug and its contalner is so made,
formed, or filled as to be misleading.

b. If it is an imitation of another drug.

c. If it is offered for sale under the name of another
drug.

10. If it is dangerous to health when used in the dosage
or manner, or with the frequency or duration prescribed,
recommended, or suggested in its labeling.

11. If it is, or purports to be, or is represented as a

drug composed wholly or partly of insulin, unless both of the

_16_
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following apply:

a. It is from a batch with respect to which a certificate
or release has been issued pursuant to section 506 of the
federai Act.

b. The certificate or release is in effect with respect to
the drug.

12. 1f it is, or purports to be, cr is represented as a
drug, except a drug for use in animals and not in humans,
composed wholly or partly of any kind of penicillin,
streptomycin, chlortetracycline, chloramphenicol, bacitracin,
or any other antibiotic drug, or any derivative thereof,
unless both of the following apoly:

a. It is from a batch with respect o which a certificate
or release has been issued pursuant to section 507 of the
federal Act.

b. The certificate or release s in effect with respect to
the drug.

However, this subsection does not apply to any drug cor
class of drugs exempted by regulations adopted under section
507(c) or 507(d) of the federai Act.

13. TIf it iz a color additive, the intended use of which
is for the purpose of coloring only, unless its packaging and
lapeling are in conformity with the packaging and labeling
requirements applicable to that color additive, as contained
in regulations adopted under section 706 of the federal Act.

14. If it is a prescription drug distributed or offered
for sale in this state, unless the manufacturer, packer, or
distributor includes in ali advertising and other descriptive
printed matter issued or caused toc be issued by the
manufacturer, packer, or distributor with respect to the
prescription drug a true statement of all of the following:

a. The established name as defined in subsection 5,
printed prominently and in type at least half as large as that
used for any trade or brand name thereof.

b. The formula showing gquantitatively each ingredient of

-17-
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tite prescription drug to the extent required for labels under
subsection 5.

¢. Other information in brief summary relating to side
etfects, contraindications, and effectiveness as required 1n
regulations adopted pursuant to section 70i(e) of the federal
Act.

15. If it was manufactured, prepared, propagated,
compounded, or processed Ln an establishment in this state not
duly registered under section 510 of the federal Act, if it
was not included on a list reguired by secticn 510(3]) of the
federal Act, 1f a notice or other information respecting it
was not provided as required by that secticn or section 510{k)

-
L0

cf the federal Act, or 1f it does not bear the symbols
the uniform system for identification of devices prescribed
under section Si0(e) of the federal Act that are reqguired bv
regulation.

316, If it is a drug and its packaging or labeling is 1n
violation of an applicable regulation adopted pursuant Lo
secticn 3 or 4 of the federal Poison Prevention Packaging Acth
el 1870, 15 U.S.C. § 1471 et seq.

17. If a trademark, trade name, or other identifying mark,
imprint, ot device of another trademark, Lrade name, mark, OfF
imprint or any likeness of the foregoing has been placed
thereon or upon its container with intent to defraud.

18. In the case of a restricted device distributed ov
offered for sale in this state, if either cof the following
applies:

a. Its advertising 1s false or misleading in any
particular.

b. It is sold, distributed, or used in violation cof
regulations adopted pursuant to section 520(e) of the federai
Act.

19. 1In the case of a restricted device distributed or
offered for sale in this state, unless the manufacturer,

packer, or distributer includes in all advertising and other

-18-
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descriptive printed matter issued by the manufacturer, packer,
or distributor with respect to the device both of the
follewing:

a. A true statement of the device's established name as
defined in subsection 6, printed prominently and in type at
least nalf as large as that used for any trade or brand name
thereof.

b. A brief statement of the intended uses of the device
and relevant warnings, precautions, side effects, and
contraindications; and in the case of a specific device nade
subject to regulations adopted pursuant to the federal Act, a
full description of the components of the device or the
tormula showing quantitatively each ingredient of the device
to the extent required in regulations under the federal Act.

20, If it is a device subject to a performance standard
established under section 511 of the federal Act, unless it
bears labeling as prescribed in that performance standarzd.
2i, If it 1s a device and there was a failure cr refusal

to comply with any requirement prescribed under s=ctiocn 518 of

=t

ria

Y
ot
HH

the federal Act respeciing the device, or to furnish me

-
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o=
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b

C respect

"o

required by or under section 519 2f the federal ng
the device.

if an article is alleged o be nmisbranded because the
labeling or advertising is misleading, then in determining
whether the labeling or advertising is mlsleacing, there shall
be taken into account, among other things, not only
representations made or sucgested ny statement, word, design,
device, or any cotbination thereof, but alsoc the exzent to
which the labeling or advertising Ffails to reveal facts
material in the Iight of such representations, or mater:ial
with respect tc consequences which may result from the use of
the article to which the iabeling c¢r advertising reiates,
under the conditions of use prescribed in the labeling or
advertising or under customary or usual conditicns of use.

The representation of a drug, in its labeling, as an

-19-
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antiseptic shall be considered to be a representation that 1t
is a germicide, except in the case of a drug purporting tc be,
or represented as, an antiseptic for inhibitory use as a wet
dressing, ointment, dusting powder, or such other use as
involves prolonged contact with the body.

Sec. 1l1. NEW SECTION. 203B.i1 EXEMPTIONS IN CASES OF
DRUGS AND DEVICES -- DISPENSING BY PRESCRIPTION ONLY.

1. The board shall adopt rules exempting from any labeling

or packaging requirement of this chapter drugs and devices
which are, in accordance with the practice cf the trade, to be
processed, labeled, or repacked in substantial quantities at
estanllishments other than those where originally processed or
packaged, on condition that such drugs and devices are nct
adulterated or misbranded upon removal from the processing,
labeling, or repacking establishment.

2. Drug and device labeling or packaging exenmpt:ions
adopted pursuant to the federal Act shall apply to drugs and
devices in this state except irnscfar as modified or rejected
by rules adopted by the board.

3. a. This lettered paragraph applies to a drug intended
for use by humans which is any of the following:

{1} Is a habit-forming drug to which section 2032.10, sub-
section 4 applies.

(2) Because of its toxicity or other potentiality for
harmful effect, or the method of its use, or the collateral
measures necessary to its use, 1is not safe for use except
under the supervision of a practitioner licensed by law t¢
administer the drug.

(3) Is limited by an approved application under sectien
505 of the federal Act to use under the professional
supervision of a practitioner licensed by law to administer
the drug.

Such a drug shall be dispensed only upon a written
prescription of a practitioner licenseé by law to administer

the drug, or upon an oral prescription of such a practitiorer

_20..



which is reduced promptly to writing and filed by the
pharmacist, or by refilling any such written or oral

prescription if the refiiling is authorized by the prescriber

1
2
3
4

either in the original prescription or by oral order which 1s
reduced promptly to writing and filed by the pharmacist. The
act of dispensing a drug contrary to this paragraph while the
drug is held for sale results in the drug being misbranded.
. A drug dispensed by filling or refilling a written or

oral prescription of a practitioner licensed by law to

—
W M H D S W = oW

administer the drug is exempt from section 2038.10, except

-

subsection 1, subsection 9, paragrapnhs "b" and "c¢c", and

—

subsections 11 and 12, and the packaging requirements of

(o]

subsections 7, 8, and 16, if the drug bears a label containing

4 the name and addrass of “he dispenser, the serial number and
15 date of the prescription or of its filiing, the nane of the
1

prescriber, and, if stated 1n the prescription, the name of
e

i/ the patient, and the direczions for use
'8 srtatements, 1S any, contained in the pre

19 exemption does not apply to
- [

20 the conducht o the business

g
21 ¢laquosils Dy maii. of fo o drug dispensad in viciation of
’ oy

72 paragraph “a¥ ol thig supsectlon.

73 3 The nourd mey, Dy rule, remove g drug subliecn o

Je mect.on 203R.10, subsection 4, and sacoicn 505 of the federa
'S Act from the reguirements of paragraph "a" of chis supsection
/% when such reguirements are nci necessaty ZOf tie proteciiun of
27 the public healfn.

28 d. A drug whian 15 subiect to paragraph "a" <f this

29 subseciion is mishranded i, at any .Lime prior to dispensing,
1} irs label fails ro bear tine Statement: "Caution: Federal Law
31 Prohiblts Dispensing Without Prescripticn”, or "Caution:

32 State Law Pronibits Dispensing wWithout Prescription". A drug
13 to which paragraph “a" of this subsection does not appiv :is

22 misbranded if, at any time prior to dispensing, its label

15 pears the cauticn statement quored in the preceding sentence.
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Sec. 12. NEW SECTION. 203B.12 NEW DRUGS.

k]

1. A person shall not sell, deliver, offer for sale, hold

for sale, ¢©r gilve away a new drug unless both of the following
apply:

a. An application with respect to the new drug has been
approved and the approval has not been withdrawn under section
505 ¢f the federal Act.

b. A copy of the letter of approval or approvability
issued by the United States food and drug administration 1s on
file with the secretary of the board, if the product is
manufactured in this state.

Z. A person shall not yse in human beings or arimals a new
drug or new animal drug limited to investigational use unlcss
the person has filed with the Urnited States food and drug
administration a completed and signed "Notice of Claimed
Investigational Exemptlion for a New Drug" [orm in acccrdance
with 21 C.F.R. § 312.) and the exemption has not beer
terminated. The drug shall be plainly labeled in compliance
wlth section 5S05(1) or 507(d) of the federal Ac:t.

3. This section dces not apply to either of the folileowing:

d. A drug which 1s not a new drug as defined in the
federal Act.

b. A drug which is licensed under tnhe federal Public
Eealth Service Act of July 1, 1944, 42 U.S.C. § 201 et seq. Or
under the Animal Virus, Serum, Toxin, Antitoxin act of March
4, 1913, 21 U.S.C. § 151 et seq.

Sec. 13. NEW SECTION. 203B.13 NEW ANIMAL DRUGS.

A rew animal drug, with respect to any particular use cor
intended use of the drug, iIs unsafe for the purposes of this
chapter unless both of the following apply:

1. There is in effect an approval of an application filed
pursuant to section 512(b) of the federal Act with respect to
the use or intended use of the drug.

2. The drug, its labeling, and its use or intended use
conform to the approved application.

-27-




o W N

oW -~ o WP

il
12
13
5.4
15
i6
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35

Sec. 14. NEW SECTION. 203B.14 COSMETICS -~ ADULTERATION.

A cosmetic is adulterated if any of the following apply:

1. It bears or contains a poisonous or deleterious
substance which may render it injurious to users under the
conditions of use prescribed in its labeling or under
custeomary or usual conditions of use. However, this does not
apply to coal-tar hair dye if the label 0f the dye bears the
following legend conspicuously displayed: "Cauticn -~ This
product contains ingredients which may cause skin irritation
on certain individuals and a preliminary test according to
accompanying directiors shculd first be made. This product
must not be used for dyeing the eyelashes or eyebrows; to do
50 may cause blindness"; and the label bears aceguate
directions for the preliminary testing. For the purposes of
this subsection and subsecticon 5, "hair dye" does not include
eyelash dyes or eyebrow dyes.

2. It consists in whole or in part of any filthy, putric,
or decompesed substance.

3. It has been produced, prepared, packed, or held under
insanitary conditions whereby 1t may have become contaminated
with filth, or whereby it may have been rendered iniurious to
health.

4. Its container is composed, in whole or in part, of a
poisonous or deieterious substance which may render the
contents injurious £o health.

5. It is not a hair dye and it is, or 1t bears or contains
a color additive which is, unsafe within the meaning of
section 706(a) of the federal Act.

Sec. 18, EW SECTION. 203B.15 COSMETICS -- MISBRANDING.

A cosmetic is misbranded 1if any of the following apply:

1. 1Its labeling is false or misleading in any particular.

2. If in package form unless it bears a label containing
both cf the following:

a. The name and place of business of the manufacturer,

packer, or distributor.

-23..
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D. An accurate statement <f the quantity of the contents
in terms of weight, measure, or numerical count, which
statement shall be separately and accurately stated in a
uniform location upen the principal display panel of the
label.

3. A word, statement, or other information required by or
under the authority of this chapter to appear on the label o¢r
labeling is not prominently placed there with such
conspicuousness, as compared with other words, statements,
designs, 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 conditicns of purchase and use.

4. 1Its container is so made, formed, or filled as tc b
misleading.

5. It is a color additive, uniess its packacing an
labeling are in ccnformity witn the packaging and labeling
requirements applicable to that color additive prescribed
under section 706 cf the federal Act. This subsection does
not apoly to packages of cclor additives whlch, with respect
to thelr use of cosmetics, are marketed and intended f{or use
cnly in or on hair dyes, as specified in section 203B.14,
supsection 1.

6. 1Its packaging or labeling is in violation of an

applicable regulacion adopted pursuant to sectlion 3 or 4 ©

£
the federal Poison Prevention Packaging Act of 1970, 1% s.C.
§ 1471 et seqg.

The board shall adopt rules exempting from any labeling
requirement of this chapter, cosmetics which are in accordance
with the practice of the trade, to be processed, labeled, or
repacked in substantlal quantities at an establishment other
than the establishment where they are originally processed or
packed, on condition that such cosmetics are not adulterated
or misbranded upon removal from the processing, labeling, or
repacking establishment. Cosmetic labeling exemptions adopted

under the federal Act apply to cosmetics in this state except

_24_




as modified or rejected by rules adopted by the board.
Sec. 16. NEW SEZCTION. 2038.16 FALSE ADVERTISING.

L. The advertising of a drug, device, or ccsmetic is false

Fh

[

it i3 false or misleading in any particular.
2. For the purpose of this chapter, advertising is false

if i1t represents a drug or device to have anpy effect in the

7 diagnosis, prevention, or treatment of arthritis, blocd

g8 dpsorders, bone or joint diseases, kidney diseases or

34
35

disorders, cancer, diabetes, gall pladder disease or
disorders, heart and vascular disease, high blocd pressure,
diseases or disorders of tne ear, mental disease or mental
retardation, degenerative neurclogical diseases, paralysis,
prestate gland disorders, conditions cf the scalp affecting
hair loss, baldness, endocrine disorders, sexual impotence,
tumors, venereal diseases, varicose ulcers, breast
enlargement, purifying biocd, metabolic discorders, immune
system discrders or cenditions affecting the 1lmmune systerm,
extension cf life expectancy, stress and tensicn, brain .
stimulation or performance, the bedy's natural defense
mechanisms, blood flow, and depression. However, advertising
nel in violation of subsection 1 is not false under this
subsecticon 1f it is disseminated only to members of the
medical, dental, or veterinary professions, or appears only in
the scientific periodicals of these professions, or 1s
disseminated only for the purpose of public health education
by persons not commercially interested, directly or
indirectly, in the sale of such drugs or devices. However, 1€
the board determines that an advance in medical science has
made any type cof self-medication safe as to any of the
diseases named in this subsection, the board shail by rule
authorize the advertising of drugs having curative or
therapeutic effect for such disease, subject to the conditions
and restrictions the board deems necessary in the interests of
the public heaith. However, this subsection dces not indicate
that self-medication for diseases other than those named in .

_25_
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this subsection 1s safe and efficacious.
Sec. 17. NEW SECTION. 203B.17 RULES -- HEARINGS.

1. The board may adopt rules pursuant to chapter 17A for
the efficlent enforcement of this chapter. The board may make
the rules adopted under this chapter conform, insofar as
practicable, with those requlations adopted pursuant to the
federal Act.

2. Hearings authorized or required by this chapter shall
be conducted by the board or by an officer, agent, or employee
designated by the bocard.

Sec. 18. NEW SECTION. 203B.,18 INSPECTIONS.

1. a. For purposes of enfcrcement of this chapter, the

board or any cf its authorized agents, upon presenting
appropriate credentials to the owner, operator, or agent 1n
charge, may do both of the folicwilng:

(1) Enter at reascnrable times any factory, warehouse, or
other establishment in which drugs, devices, or cosmetlcs arve
manufactured, processed, packed, or held, for introducticn
into commerce or after such introduction; ©r enter a vehicle
being used to transport or hold drugs, devices, or cosmetlcs
in commerce.

(2) Inspect at reasonable times and within reasonable
limits and in a reasonable manner such a factory, warehocuse,
establishment, or wvehicle and all pertinent equipment,
firished and unfinished materials, containers, and labeling
therein, and cbtain samples necessary tc the enforcement of
this chapter. In the case of a factory, warehouse,
establishment, or consulting laboratory in which prescription
drugs are manufactured, processed, packed, or held, the
Lnspection shall extend to all things therein, 1including
records, files, papers, processes, controls, and facilities,
bearing on whether prescripticn drugs or restricted devices
which are adulterated or misbranded or which may not be
manufactured, introduced into commerce, or solid or offered for

sale by reason of any provisicn of this chapter, have been or

-26-
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are peing manufactured, processed, packed, transporied, or .
held in violation of or bearing on a violation of this

chapter. An inspection authorized for prescripticn drugs by

the preceding sentence shall nct extend t¢ filnancial data,

sales data other than shipment data, pricing data, personnel
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data other than data as to guaiifications of technical and

~J

professional personrel performing functions subject to this

8 chapter, and research data other than data reiating to new

9 drugs, and antibiotic drugs, and devices, and subject to

LG reporting and inspection under regulations lawfully issued

il pursuant to sectlion 505(i) or 505(3j), or section 507(d) or

12 507(g), section 519, cr section 520(g) of the federal Act, and
13 data, relating toc other drugs, or devices which in the case of
14 a new drug wculd be subject to reporting or ingpecticon under
15 lawful regulations issued pursuant to section 505(3) of the

16 feceral aAct. The inspection shall be commenced and cempleted
17 with reasonable prompiness.

18 b. Paragraph "a" does not apply to any of the focllowing: .
19 (1) Pharmacies which maintain establishments in confcrm-
20 ance with laws of this state regulating the practice of

21 pnarmacy and medicine and which are regularly engaged 1in

22 dispensing prescripticn drugs, or devices, upon prescription
23 of practitioners licensed to administer the drugs or devices
24 to patients under the care of the practitioners in the course
25 of their professional practice, and which do not, either

26 through a subsidiary or otherwise, manufacture, prepare,

27 propagate, compound, or process drugs or devices for sale

28 other than in the regular course of their business of

29 dispensing or selling drugs or devices at retail.

30 (2) Practitioners licensed by law to prescribe or

31 administer drugs or prescribe or use devices, and who

32 manufacture, prepare, propagate, compound, or process drugs,
33 or manufacture or process devices solely for use in the course
34 of their professiocnal practice.

35 (3} Persons who manufacture, prepare, propagate, compound, .
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or process drugs, or manufacture or process devices solely for
use in research, teaching, or chemical analysis and not for
sale.

{4) Other classes of persons the board exempts from tfhe
application of this section by rule upon a finding that
inspection as applied to such classes of persons in accordance
with this section 1s not necessary for the prctection of the
public health.

2. Upeon completisn of an inspection of a factory,
warehouse, consulting laboratory, or other establishment and
prior to leaving the premises, the authorized agent making the
inspection shall glve to the owner, cperatcr, or agent 1in
charge a report in writing setting forth any conditiecns o.
practices observed by the authorized agent which, in the
judgment of the authorized agent, indicate that any drug,
device, ¢r cosnmetic in the establishment meets either of th
following:

a. Consists in whole or in part of a filthy, putrid, or
decomposed substance.

b. Has been prepared, packed, or held under insanitary
conditions whereby it may have become contaminated with filth,
cr whereby it may have been rendered injurious to health.

& copy of the report shall be seat promptly tc the board.

3. If the authorized agent making an inspection of a
factory, warehouse, or other estabiishmenti has obtained a
sample in the course of the inspection, upon completion of the
inspection and prior to leaving the premises the authorized
agent shall give to the owner, operator, or agent in charge a
receipt describing the sample cbtained.

4. A person required under this chapter or section 519 or
520(g) of the federal Act to maintain records and a person who
is in charge or custody of such records shall. upon request cf
an authorized agent designated by the board, permit the
autheorized agent at all reasonable times to have access and to

copy and verify such records.
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5. For the purposes of enforcing this chapter, carriers
engaged in commerce, and persons receiving drugs, devices, Cr
cosmetics 1n commerce or holding such articles so received,
shall, upon the request of a duly authorized agent of the
bhoard, vermit the agent, at reasonable times, to have access
to and to copy all records showing the movemeni in commerce of
a drug, device, or cosmetic, or the holding thereof during or
after such movement, and the quantity, shipper, and consignee
thereof. It is unlawful for any such carrier or persocn to
fail to permit such access to and copying of any such record
so reguested when the requesi is accompanied by a statement 1o
writing specifying the nature or kind of drug, device, or
cosmetic to which the request relates.

6. =zZvidence obtained under this secticn or evidence which
is directliy or 1indirectly derived from such evidence obtained
under this section, shall not be used in a criminal
prosecution of the perscn f£rom whem the evidence was obtained;
and carriers are nct supject to the other provisions of thnis
chapter by reason c¢f their receipt, carriage, hclding, or
deiivery of drugs, devices, or cosmetics in the usual caourse
of buslness as carriers.

Sec. 19. NEW SECTION. 203B.19 PUBLICITY.

1. The bcard may cause to be published from time tc time

reports summarizing all judgments, decrees, and court orders
which have been rendered under this chapter, including the
nature of the charges and their disposition.

2. The board may also cause to be disseminated information
regarding drugs, devices, Or cosmetics, in situations
inveolving, in the opinion of the board, imminent danger to
health, or gross deception of the consumer. This secticn dces
not prohibit the board from collecting, reporting, and
illustrating the results cf investigations by the board.

Sec. 20. Section 125.2, subsection 3, Code 1989, is
amended to read as follows:

3. "Chemical substance" means alcohol, wine, splrits, and
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beer as defined in chapter 123 and drugs as defined in section
283A<-2 203B.2, subsecticn 3 7, which when used improperly
could result in chemical dependency.

Sec. 21. Section 147.9%, Ccde 1989, is amended to read as
follows:

147.99 DUTIES OF SECRETARY.

The secretary of the bcocard of pharmacy examiners shall,
upon the direction of satd-examiners the board, make
inspections of alieged viclations of the provisions of this
title relative to the practice cf pharmacy and ¢f chapters 233
203B, 204, and 205. Said The secretary shall be allowed
necessary traveling and hotel expenses in making such
inspections.

Sec. 22. Section 1%5%a.12, subgection 8, Code 1989, 1s
amended to read as fcllows:

9. Been convicted of an offense or subjected to a penaitiy
cr fine for violation cf chapter 147, 2837-293A 202B, 204, or
tnhe rederal Food, Drug and Cosmetic Act. A plea or verdict of
gullty, or a conviction following a plea of nolo contendare,
is deemed to be a conviction within the meaning of this
sectlon,

Sec. 23. Section 1599.6, subsection 8, Ccode 1989, ig
amended to read as follows:

8. Regulaticn and inspection of foods, drugs, and other
articles, Title X, but chapters 283 203B, 204 and 205 of sard
that title shall be enforced as therern provided in those
chapters.

Sec. 24. Section 189,22, subsection 1, Code 198%, is
amended to read as follows:

1. Execute and enforce this ritle, except chapters 2835
283A 203B, 204, 204A and 205.

Sec. 25. Section 203A.21, subsection 3, Code 1989, 1is
amended to read as follows:

3. The board may seek relief pursuant to section 283A-4

203B.4 restraining any person from violating the provisions of

_30-




this section. In addition to granting a temporary or
permanent injunction, the court may impose a civil penalty not
to exceed forty thousand dollars per violation of this
section.

Sec. 26. Section 205.11, Cccde 1989, is amended to read as
follows:

205.11 ENFORCEMENT.

The provisicons of this chapter and chapters 263 203B and
204 shall be administered and enforced by the board of
pharmacy examiners. In discharging any duty or exercising any
power under said those chapters, the board of pharmacy
examiners shall be governed by all the provisions cf chapter
182, which govern the department of agriculture and land
stewardship when discharging a similar duty cor exercising a
similar power with reference to any of the articles dealt with

in thlis title, to the extent tnat chapter 189 is nct

inconsistent with this chapter and chapters 203B ard 204.
Sec., 27. Secticn 205.12, Code 1989%, is amended to read as
follows:
205.12 CEEMICAL ANALYSIS OF DRUGS.

pharmacy examiners in the enforcement of this chapter ard
chapters 203 203B and 204 shall be made by the department of
agriculture and land stewardship when requested by 3a:d the
board of pharmacy examiners.

Sec. 28. Section 205.13, Code 1989, i1s amended to read as
follows:

205.123 APPLICABILITY OF OTHER STATUTES.

Inscfar as applicable the provisieons of chapter 1897 shall

apply to the articles dealt with in this chapter and chapters
283 203B and 204. The powers vested in the department of
agricuiture and land stewardship by saié chapter 189 shall be
deemed for the purpose of this chapter and chapters 263 203B

and 204 to be vested in the board of pharmacy examiners.
Sec. 29. Section 331.75%6, subsection 40, Code 1989, is

.-—31._
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amended to read as follows:

40. Prosecute violations of the Iowa drug, device, and
cosmetic Act as reguested by the board of pharmacy examiners
as provided in section 263A+% 203B.7.

Sec. 30. REPEALS.

1. Chapter 203, Code 1989, is repealed.

2. Sections 203A.1 through 203A.20, Code 1989, are
repealed.

Sec. 31. CODE EDITOR TRANSFER. The Code editcr snail
transfer section 203A.21, Code 1989, to tne new chapter 203B
created by this Act.

EXPLANATION

This bill relates to the regulation c¢f labeling,
advertising, adulteration, misbranding, and dispensing of
drugs, devices, and cosmetics by the board ot pharmacy
examiners.

The bill repeals chapter 203, adulteration and labeling of
drugs, and all of chapter 203A, the Iowa drug and cosmetic
Act, except the newly enacted section prohibiting the sale of
home testing kits for AIDS. The bill creates a new chapter
203B, the Iowa drug, device, and ccsmetic Act.

The definiticns in the new chapter are similar to those in
sectlon 203A.2 with a few changes, additions, and deletions.

The list of pronibited acts is based on section 203A4.3 with
a few revisions and several additions.

Provisions for injunctions and penalties are based on
sections 203A.4 and 203A.5. Secticns relating to embargoes,
prosecutions, and minor violations are bhased on sections
2032.6, 203A.7, and 203A.8 respectively.

The section on adulteration of drugs is based on sections
203A.9 and 203.2 with several additions. The section on
misbranding of drugs is based on sections 203A.10, 203A.19(1),
203R.2{10) and (12), and 203.3 with a number of changes and
additions,

With respect to the provision on exemptions and dispensing

-32-~
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i by prescription only, much of the material is new, but current .
2 provisions in sections 203.5 and 203A4.20 are relevant.

3 Provisions relating to new drugs are based in part on

4 section 203A.11 with several changes. Requlrements for

5 approval at the state level are deleted, The Sectlon on new
6 animal drugs 1is new.

7 Sections on adulteraticon and misbranding of cosmetics are
8 based on sections 203A.12 and 203A.13 with changes and

3 additions.

0 The section on false advertising is similar tc section

11 203A.14; section 203.4 is also relevant.

12 The section relating to rules and hearings of the board cf
13 pharmacy examiners is based on section 203A.l!5. The Iowa

14 Administrative Procedure Act (chapter 17A) applies to

15 rulemaking and other procedures c¢f the bcard of pharmacy

16 examiners.

17 Inspection provisions are revised and expanded from tnose
18 in section 203a.16. .
19 The section on publicity is based on section 203A.17 with
20 revisions.

21 Several amendatory sections are included to make necessary
22 confcrming amendments.

23 Among the provisions appearing in the current law but not
24 included in new chapter 203B are requirements for licensing
25 itinerant vendors of drugs (sections 203.6 and 203.7), a

26 specific exception for commercial feeds (section 203.8), a

27 requirement to keep a copy of the United States Pharmacopoeia
28 and National Formulary (section 203.9), a statement of

29 legislative intent (part of section 203A.1), requirements for
30 state level approval of certain new drugs (part of section

31 203a.11), a reference to analyses by the state chemist when

32 requested by the board of pharmacy (section 203A.18), andé a

33 requirement for manufacturers, packers, and distributors to

34 fi1le certain information with the board of pharmacy with

35 respect to prescription drugs (part of section 203A.19). .
LSB 1087HV 73
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Section 1. MNEW SECTION.

203B.1 TITLE.

This chapter may be cited as the "Iowa Drug, Device, and

Cosmetic Act".

Sec. 2. NEW SECTION. 203B.,2 DEFINITIONS ~-APPLICABILITY.

As used in this chapter, unless the context otherwise

requires:

1. "Advertising" means any representation disseminated in

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

purpose of inducing, or which is likely to induce, directly or

indirectly, the purchase of drugs, devices, or cosmetics.
2. "Board" means the board of pharmacy examiners.
3. "Contamirated with filth" means not securely protected

from dust, dirt, and as far as is necessary by all reasonable
means, from all foreign or injurious contaminatlons.
4., "Cosmetic" means any of the following, but does not

include soap:

a. An article intended to be rubbed, poured, sprinkled, or
sprayed on, introduced into, or otherwise applied to the human

body or any part of a human body for cleaning, beautifying,
promoting attractiveness, or altering the appearance.
b. An article intended for use as a component of an

article defined in paragraph "a".

5. “Counterfeit drug" means a drug which, or the contalner

or labeling of which, without authorization, bears the
trademark, trade name, or other identifying mark, imprint, or
device, or any such likeness, of a drug manufacturer,
processor, packer, or distributor other than the person or
persons 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, such other drug manufacturer, processor,

packer, or distributor.

6. "Device" means an instrument, apparatus, implement,

machine, contrivance, implant, in vitro reagent, or other

similar or related article,

including any component, part, or

-1-
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accessory of any of these, which is any of the following:

a. Recognized as a device in the official United States
Pharmacopoeia National Formulary or any supplement to it.

b. Intended for use in the diagnosis of diseases or other
conditions, or in the cure, mitigation, &treatment, or
prevention of diseases or other conditions in a human or
animal.

c. Intended to affect the structure or any functicon of the
body of a human or animal, and which does not achieve any of
its principal intended purposes through chemical action within
or on the pbody cf a human or animal and which is not dependent
upon being metabclized for the achievement of any of 1ts
principal intended purposes.

7. "Drug” means any of the following, but does not include
a device:

a. &n article recognized as a drug in the official United
States Pharmacopoeia National Formulary, official Homeopathic
Pharmacopoeia of the Urited States, or any supplement to
either document.

b. An article intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of diseases in a auman or
animal.

c. An article, other than food, intended to affect the
structure or any function of the body of a human or animal.

d. An article intended for use as a component of any
articies specified in paragraphs "a", "b", or "c".

8. "Federal Act" means the federal Food, Drug, and
Cosmetic Act, which is codified in 21 U.S.C. § 301 et seq.

8. "Immedialte container” does not include a package liner.

13. "Label"” means a display of written, printed, or
graphic matter upon the immediate container ¢f an article; and

requirement made by or under authority of this chapter that

]

b
any word, statement, or other infcrmacion dppear on the iabel

1s not complied with unless tne word, statemont, or ohber

Intormation also appears on ©ile oukbsiie contuiner Or wragp®

L



of the retail -ackage of the article, or is easily legible
through the outside container or wrapper.

11. "Labeling"” means all labels and other written,
printed, or graphi¢ matter upon an article or any of its
containers or wrappers, or accompanying an article.

12. “"New animal drug" means any drug intended for use for
animals and not for humans, including any drug intended fcor
use in animal feed.

13. "New drug” means either of the following:

a. Any drug, except a new animal drug, the composition of
which is such that the drug is not generally reccgnized 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, except that a drug
not so recognized is not a new drug if at any time prior to
the enactment of this chapter it was subject to the federal
Act, and if at that time its labeling contained the same
representations concerning the conditions of 1ts use.

b. Any drug, except & new animal drug, the composition of
which is suech that the drug, as a result of investigations to
determine its safety and effectiveness for use under the
conditions prescribed, recommended, or suggested in 1its
labeling, has become recognized as safe and effective, but
which has not, other than in such iavestigations, been used to
a material extent cr for a material time under the conditions
prescribed, reccmmended, or suggested in its labeling.

14. "Official compendium" means the official United States
Pharmacopoeia National Formulary, official Hemeopathic
Pharmacopoeia of the United States, cor any supplement to
either document.

15. “Person'" means an individual, partnership,
corporation, or association.

16. "Principal display panel” means that part of a label

that 1s most likely to be displayed, presented, shown, or

_3_




examined under normal and customary conditions of display for
retail sale.

17. "Safe" as used in this chapter has reference to the
heaith of a human or animal.

18. "Secretary" means the secretary of the United States
department of health and human services,

The provisions of this chapter regarding the selling of
drugs, devices, or cosmetics are applicable to the
manufacture, production, processing, packaging, exposure,
offer, possession, and holding of any such article for sale;
and the sale, dispensing, and giving of any such article, and
the supplying or applying of any such article, in the conduct

—
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of any drug, device, or cosmetic establishment.
Sec. 3. NEW SECTION. 203B.3 PROHIBITED ACTS.
The following acts and the causing of the acts within this

-
S

4

-

state are unlawful:
1. The introduction or delivery for iIntroduction into
commerce of any drug, device, or cosmetic that is adulterated

or misbranded.
2. The adulteration or misbranding of any drug, device, or

cosmetic in commerce.
3. The receipt in commerce of a drug, device, or cosmetic

SIS N S I S i R R
w & O O

that is adulterated or misbranded, and the delivery or
proffered delivery thereof for pay or otherwise.
4. The introduction or delivery for introduction into

RO
(LI

commerce of a drug, device, or cosmetic in violation of
section 203B.12 or 203B.13.

5. The dissemination of any false advertising.

6. The refusal to permit entry or inspection, or to permit
the taking of a sample or to permit access to or copylng of
any record as authorized by section 203B.18; or the failure to
establish or maintain any record or make any report required
under section 512(j), 512{(1l), or 512({m) of the federal Act, o
the refusal to permit access to or verification or copying of
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7. The mar: facture within tnis state of a drug, device, or
cosmetic¢c that is adulterated or misbranded.

8. The giving of a guaranty or undertaking referred to in
section 203B.5, subsection 2, if the guaranty or undertaking
1s false, except by a person who relied upon a guaranity or
undertaking to the same effect, signed by, and containing the
name and address of, the person residing in this state from
whom the person received the drug, device, or cosmetic in good
faith.

9. The removal or disposal of a detained or embargoed
drug, device, or cosmetic in violation of section 203B.6,
Subsection 1.

10. The alteration, mutilation, destruction,
obliteratiocn, or removal of the whole or any part of the
labeling of, or the doing of any other act with respect to a
drug, device, or cosmetic, if the act is done while the
article is held for sale, whether or not it would be the first
sale, after shipment in commerce; and if the action results in
the article being adulterated or misbranded.

1l1. TForging, counterfeiting, simulating, or falsely
representing, or without proper auchority using a mark, stamp,
tag, label, or other identification device authorized or
required by rules or regulations adopted under this chapter or
the federal Acc.

12. Making, selling, disposing of, or keeping in
possession, control, or custody, or concealing a punch, die,
plate, stone, or other thing designed to print, imprint, or
reproduce the trademark, trade name, or other identifying
mark, imprint, or device of ancther trademark, trade name,
mark, imprint, or device or a likeness of any trademark, trade
name, mark, imprint, or device upon a drug or drug container
or the labeling thereof so as to render the drug a counterfeit
drug.

13. The doing of an act which causes a drug to be a

counterfeit drug, or the sale or dispensing, or the holding

-5-
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for sale or dispensing, of a counterfeit drug.

14, The use by a person to the person’s own advantage, or
the revealing, other than toe the board or to the person's
authorized representative or tc the courts when relevant in a
judicial proceeding under this chapter, of any infecrmaticn
acquired under autnority of this chapter concerning any method
or process which as a trade secret is entitled to protection.

15. The use, on the labeling of a drug or device or in
advertising relating to a drug or device, of a representation
or suggestion that approval of an application with respect to
the drug or device is in effect under section 203B.12 or
sections 505, 515, or 520(g) of the federal Act, or that the
drug or device complies with the provisions of any of those
sections.

16. The use, in labeling, advertising, or other sales
promotion of a reference to a report or analysis furnished in
compliance with section 203B.18 or section 704 of the {ederal
Act.

17. If a prescription drug is distributed or offered for
sale in this state, the failure of the manufacturer, packer,
or distributor of the prescription drug to maintain for
transmittal, or to transmit, to any practitioner licensed by
applicable law to administer the drug who makes written
request for information as to the drug, true and correct
copies of all printed matter which is required to be included
in any package in which that drug is distributed or sold, or
such other printed matter as is approved under the federal
Act. This subsection does not exempt any person from a
labeling requirement imposed by or under this chapter.

18. a. Placing or causing to be placed upon any drug or
device or container thereof, with intent to defraud, the
trademark, trade name, or other identifying mark or imprint of
another trademark, trade name, mark, or imprint or any
likeness of such a trademark, trade name, mark, or imprint.

b. Selling, dispensing, disposing of; causing to be sold,
g P g ¢ g g
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dispensed, or isposed of; or concealiing cor Keeping in
possession, contiol, or custody, with intent to sell,

dispense, or dispose of, a drug, device, or container thereof,
with knowledge that the trademark, trade name, or other
1identcifying mark or imprint of ancther trademark, trade name,
mark, or imprint or any likeness of any trademark, trade name,
mark, or imprint nras been placed thereon in a manner
prohibited by paragraph "a".

c. Making, selling, disposing of; causing to be made,
sold, or disposed of; keeping in possession, control, or
custody; or concealing with intent to defraud any punch, die,
plate, stone, or other thing designed to print, imprint, or
reproduce the trademark, trade name, or other identifying
mark, imprint, or device of another trademark, trade name,
mark, or imprint or any likeness ¢of any trademark, trade name,
mark, or imprint upon a drug or ccntainer or labeling thereof
so as to render the drug a counterfeit drug.

19. The failure to register in accordance with secticn 510
of the federal Act, the fallure tc provide any information
required by section 510(j) or 510(k) or the federal Act, or
the failure to provide a notice required by section S510(j)(2)
of the federal Act.

20. a. The failure or refusal to:

(1) Comply with a requirement prescribed under secticn 518
or 520(g) of the federal Act.

(2) Furnish any notification or other material or
information required by or under section 519 or 520(g) of the
federal Act.

b. With respect to any device, the submission of any
report required by or under this chapter that is false or
misleading in any material respect.

21. The movement of a device in violation of an order
under section 304(g) of the federal Act or the removal or
alteration of any marx or label required by the order to

1dentify the device as detained.
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22. The failure to provide the notice regquired by section
412(b) or 412{c) of the federal Act, the fallure tc make the
reports required by section 412{(d)}(l})}(B) of the federal Act,
or the failure to meet the requirements prescribed under
section 412(d)(2) of the federal Act.

Sec. 4. NEW SECTION. 203B.4 INJUNCTION PROCEEDINGS.

The board may apply to the district court for, and the
court has jurisdiction ugon hearing and for cause shown to

arant, a temporary or permanent ilnjunction restraining any
person from violating any provision of section 203B.3 whether
or not there exists an adequate remedy at law.

Sec. 5. NEW SECTION. 203B.5 PENALTIES AND GUARANTY.

— =
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1. A person who violates a provision of this chapter is

—
[¥%]

guilty of a serious misdemeanor; but if the violation is

[
=

committed after a conviction of the person under this section
has become final, the perscn i1s guilty of an aggravated
misdemeanor.

?. A person is not subject to the penalties ¢of subsection
1 if the person establishes a guaranty or undertaking signed
by, and contalining the name and address of another persocn
residing in this state from whom the person received the
article in good faith, to the effect that the article is not

- =
® I oW,
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adulterated or misbranded.
3. A publisher, radio-broadcast licensee, or agency cr
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medium which disseminates false advertising, except the
manufacturer, packer, distributor, or seller of the article to
which false advertising relates, is not liable under this
section for the dissemination of the faise advertising, unless
the person knew or believed that the advertising was
deceptive, false, or misleading or the person nhas refused upon
the request of the board to furnish the board the name and
address, 1f known, of the manufacturer, packer, distributor,
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seller, or advertising agency which caused the person to
disseminate the advertisement.
Sec. 6. NEW SECTION. 2032.6 EMBARGO.
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1. 1If a du'v authorized agent of the becard finds, or has <
probable cause t¢ believe, that a drug, device, or cesmetic is .

adulterated or so misbranded as tc be dangerous or fraudulent,
within the meaning of this chapter, or is in viclation of
secticn 203B.12 or 203B.13, the agent shall affix tc tne
article a tag or other appropriate marking, giving notice that
the article is, or is suspected of being, adulterated or
misbranded and has been detained or embargoed, and warning ail
persons not to remove or dispose of the article by sale or
otherwise until permission for removal or dispesal is given by
an authorized agent or the court. It is unlawful for a person
to remove or dicpose of the detained or embargced article by
sale or otherwise without such permission.

2. wWhen an article is adulterated or misbranded or is in
viclation of section 203B.12 or 203B.13 and has been detained
or embargoed, a petition may be filed with the district ceocurt
in whose jurisdiction the article is located, detained, or
embargoed for an order for condemnation of the article. If a
duly authorized agent has found that an article which is .
embargoed or detained is not adulterated or misbranded, the
agent shall remove the tag or cther marking.

3. If the court finds that a sampled, detained, or
embargoed article i1s adulterated or misbranded, the arcicle
shall be destroyed at the expense of the claimant of the
article, under the supervision of the agent, and all court
costs and fees, and storage and other proper expenses, shall
be taxed against the claimant of the article or the claimant's
agent:; but if the adulteration or misbranding can be ccrrected
by proper labeling or processing of the article, the court,
after entry of the decree and after costs, fees, storage, and
other expenses have been paid and a good and sufficlert bond,
conditioned that the article shall be so labeled or processed,
has been executed, may by order direct that the article be
delivered to the claimant for such labeling or processing
under the supervisicn of a duly authorized agert of the board. .

_9..
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The expense of supervision shall be paid by the c¢laimant. The
articie shall be returned to the claimant and the bond shall
be discharged on the representation to the court by the board
that the article is no longer in violation of this chapter,
and that the expenses of supervision have been paid.

Sec. 7. NEW SECTION. 203B.7 PROSECUTIONS.

The attorney general, or a county attorrney, or a city

attorney to whom the board reports a violation of this

chapter, shall cause appropriate court proceedings to be
instituted without delay and to be prosecuted in the manner
required by law. Before a violation of this chapter is
reported to any such attorney for the institution of a
criminal proceeding, the person against whom the proceeding Is
contamplated shall be given appropriate notice and an
opportunity to present the person's views pefore the beoard or
its agent, either orally or in writing, in person or by
attorney, with regard to the contemplated proceeding.
However, the drug, device, or cosmetic shall be embargoed by
the duly authorized agent.

Sec. 8. NEW SECTION, 203B.8 MINOR VIOLATIONS.

This chapter does not require the board to report mincr
violations for prosecution, or for the institution of
proceedings under this chapter, if the board believes that the
public interest will be adequately served in the circumstances

by a suitable written notlce or warning.
Sec. 9. NEW SECTION. 203B.9 DRUGS AND DEVICES --

ADULTERATION.
A drug or device is adulterated under any of the following

circumstances:

l. a. If it consists in whole or in part of any filthy,
putrid, or decomposed substance.

b. If it has been produced, prepared, packed, or neld
under insanitary conditions whereby it may have been
contaminated with filth, or whereby it may have been rendered

injurious to health.
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. If it i» a drug and the methcds used in, or the .
facilities or controls used for its manufacture, prccessing,
packing, or holding do not conform to or are not operated or
administered in conformity with current good manufacturing
practice to assure that the drug meets the requirements of
this chapter as to safety and has the identity and strength,
and meets the quality and purity characteristics, which it
purports or 1s represented to possess.
d. If its container is composed, in whole or part, of any
poisonous or deleterious substance which may render the
contents injurious to health.
2. If it purports to be or is represented as a drug, the
name of which 1s recognized in an official compendium, and 1its
strength differs from, or its quality or purity falls below,
the standards set forth in the official compendium. A
determination as to strength, quality, or purity shall be made
in accordance with the tests or methods of assay set forth in
the official compendium, or in the absence of or inadeguacy of .
such tests or methods of assay, those prescriped under
authority of the federal Act. A drug defirned in an official
compendium is not adulterated under this subsection because it
differs from the standard of strength, guality, or purity set
forth in the official compendium, if its difference 1in
strength, gquality, or purity from such standards is plainly
stated ¢n its label. 1If a drug is recognized in both the
United States Pharmacopoeia National Formulary and the
Homeopathic Pharmacopoeia of the United States it is subject
to the United States Pharmacopoeia Naticnal Formulirary unless
it 1s labeled and offered for sale as a homeopathic drug, in |
which case it is subject to the Homeopathic Pharmacopoeia of ‘
the United States and not to the United States Pharmacopceia
National Formulary. |
3. If it is not subject to subsection 2 and its strength
differs from, or its purity or quality falls belcw, that which .

it purports or is represented to possess.

-11-
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4. If it is a drug and any substance has been mixed or
packed with it so as to reduce its guality or strength, or any
substance has been substituted for it wholly or in part.

5. If it is, or purports to be or is represented as, a
device which is subject to a performance standard established
under section 514 of the federal Act, unless the device is in
all respects in conformity with such standard.

6. If it is a device banned by the board or by the United
States food and drug administration.

7. If it is a device and the methods used in, or the
facilities or controls used for its manufacture, packing,
storage, or installation are not in conformity with applicabie
requirements under section 520(£)(1) of the federal act or an
applicable condition as prescribed by an order under section
S520(£)(2) of the federal Act.

8. 1If it is a device for which an exemption has been
granted under section 520(g) of the federal Act for
investigational use and the person who was granted the
exemption or any investigator who uses the device under the
exemption fails to comply with a requirement prescribed by or
under that section.

Sec. 10. HNEW SECTION. 203B.10 DRUGS AND DEVICES --

MISBRANDING —-- LABELING.
A drug or device is misbranded under any of the following

circumstances:

1. If its labeling is false or misleading in any
particular.

2. If in a package form unless it bears a label containing
both of the following:

a. The name and place of business of the manufacturer,
packer, or distributor.

b. An accurate statement of the guantity of the contents
in terms of weight, measure, or numerical count.

However, under paragraph "a" reasonable variations shall be

permitted, and exemptions as to small packages snall be

_12._.
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allowed, in a. -rdance with rules adopted by the poard. .
3. If any word, statement, or other information required )

by or under the authority of this chapter to appear on the
label or labeling is not prominently placed thereon with such
conspicucusness, as compared with other words, statements,
designs, 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.

4, If it is for use by humans and contains any guantity of
the narcotic cr hypnotic substance alpna-eucaine, barbituric
acid, beta-eucaine, bromal, cannabis, carbromal, chloral,
coca, cocaine, codeine, heroin, marijuana, morphine, opium,
paraldehyde, peycte, or sulphonmethane; or any chemical
derivative of such a substance, which derivative, after
investigation, has been designated as habit forming, by rules
adopted by the board under this chapter or by regulations
adopted by the secretary pursuant to section 502(d) of the
federal Act; unless its label bears the name and quantity or .
proportion of such substance or derivative and in
juxtaposition therewith the statement "Warning -- May Be Habit
Forming."

5. a. If it is a <rug, unless both of the following
apply:

(1) Its label bears, to the exclusion of any other
nonproprietary name except the applicable systematic chemical
name or the chemical formula:

{a) The established name of the drug, as specified in
paragraph "c", 1f such exists; and

{b) If the drug is fabricated from two or more
ingredients, the established name and quantity of each active
ingredient, including the quantity, kind, and proportion of
any alecohol, and also including, whether active or not, the

established name and quantity or proportion of any bromides,
ether, chloroform, acetanilide, acetophenetidin, amidopyrine, .

antipyrine, atropine, hyoscine, hyoscyamine, arsenic,

_13..
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digitalls, digitalis glucosides, mercury, cuabain,
strophanthin, strychnine, thyroid, or any derivative or
preparation of any such substances, contained there:in.
However, the requirement for stating the guantity of the
active ingredients, other than the quantity of those
specifically named in this subparagraph subdivisicon, applies
only to prescription drugs.

(2) For a prescription drug, the established name of the
prescription drug or of an ingredient is printed, on the label
and on any labeling on which a name for the prescription drug
or an ingredient is used, prominently and in type at least
half as large as that used thereon for any proprietary name oOr
designation for the prescription drug or ingredient. However,
tc the extent that compliance with subparagraph (1),
subparagraph subdivision (b) or this subparagrapn 1s
impracticable, exemptions shall be allcwed under rules or
regulations adopted by the board or the secretary under the
federal act.

b, If it is a device and it has an established name,
unless 1its label bears, to the exclusion of any other
nonproprietary name, its established name, as defined in
paragraph "d", prominently printed in type at ieast half as
large as that used therecn for any proprietary name or
designation for the device, except that to the extent
compliance with this paragraph is impracticable, exemptions
shall be allowed under rules or regulations adopted by the
board or the secretary under the federal Act.

¢. As used in paragraph "a", the term "established name”,
with respect to a drug or ingredient thereof, means one of the
foilowing:

(1) The applicable official name designated pursuant to
section 508 of the federal Act.

(2) If no such official name exists and the drug or
ingredient is an article recognized in an official compenrdium,

then its official title in the compencium.
-14-~
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common or usual name, if any, of the drug or ingredient.
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However, if subparagraph (2) applies tc an article recogrized

o Lad

in the United States Pharmacopoeia National Formulary and in
the Homeopathic Pharmacopoeia of the United States under
different official titles, the official title used in the
United States Pharmacopoeia National Formulary applies unless
1t is labeled and offered for sale as a homeopathic drug, 1in

[+ JRENENE I (N 11

9 which case the official title used in the domeopathic

10 Pharmacopoeia of the United States applies.

11 d. As used in paragraph "b", the term "established name"”
12 with respect to a device means cne of tne following:

13 (1} The applicable official name of the device pursuant to
14 section 508 of the federal Act.

5 (2) If no such official name exists and the device is an
16 article recocgnized in an official compendium, then its

17 official title in the compendium.

18 (3) If neither subparagraph (1) nor (2) applies, then any

19 ¢common or usual name of the device.

20 6. Unless its labeling bears both of the following:
21 a. Adequate directions for use,
22 b. Adequate warnings against use in those pathological

23 conditions, or by children, where its use may be dangerous to
24 health, or against unsafe dosage or methods or durations of

25 administration or application, in the manner and form

26 necessary for the prorection of users.

27 However, 1f a requirement of paragraph "a", as applied to a
28 drug or device, is not necessary for the protection c¢f the

29 public health, the board or the secretary shall adopt rules or
30 regulations exempting the drug or device from that

3l requirement.

32 7. If it purports to be a drug the name of which is

33 recognized in an official compendium, unless it is packaged

34 and labeled as prescribed in the official compendium.

However, the methcd of pacxinrg may be modified with the

._.lS_.




consent of the board or the secretary. If a drug is
recognized in both the United States Pharmacopoeia National
Pormulary and the Homeopathic Pharmacopoeia of the United
States, it is subject to the requirements of the United States
Pharmacopoeia National Formulary with respect to packaging and
labeling unless it is labeled and offered for sale as a
homeopathic drug, in which case it is subject to the
Homeopathic Pharmacopoeia of the United States, and not to the
United States Pharmacopoeia National Formuiary. However, If
an inccnsistency exists between this subsection and subsection
5 as to the name by which the drug or its ingredients shall be
designated, subsection 5 prevails.

8. If it has been found by the board or the secretary to
be a drug liable to deterioration, unless it is packaged in
the form and manner, and its label bears a statement of the
precautions that the board or the secretary by rule or
regulation requires as necessary for the protection of public
health. Such a rule or regulation shall not be established
for a drug recognized in an official compendium until the
board or the secretary has informed the appropriate body
charged with the revision of the official compendium of the
need for such packaging or labeling requirements and that body
has failed within a reasonable time to prescribe such
regquirements.,

9. a. Tf it is a drug and its cecntainer is so made,
formed, or filled as to be misleading.

b. If it is an imitation of ancther drug.

c. If it is offered for sale under the name of another
drug.

10. If it is dangerous to nhealth when used in the dosage
or manner, or with the frequency or cduration prescribed,
recommended, or suggested in 1ts labeling.

11. If it is, or purports to be, or is represented as a
drug composed wholly or partly of insulin, unless both of thre

following apply:

_16_
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a. It is . »m a batch with respect to which a ccrtificate

or release has been issued pursuant to section 306 of the
federal Act.

b. The certificate or release is in effect with respecht to
the drug.

12, If it is, or purports to be, or is represented as a
drug, except a drug for use in animals and not in humans,
composed wholly or partly of any kind of penicillin,
streptomycin, chlcrtetracycline, chloramphenicol, bacitracin,
or any other antibiotic drug, or any derivative thereof,
unless both of the fcllowing apply:

a. It is from a batch with respect to which a certificate
or release has been issued pursuant to section 507 of the
federal Act.

b. The certificate or release is in effect with respect to
the drug.

However, this subsection does not apply to any drug or
class of drugs exempted by regulaticns adopted under section
567(c, or 507(d) of the federal Act.

13. If it is a color additive, the intended use of which
is for the purpose of coloring only, unless its packaging and
labeling are in conformity with the packaging and labeling
requirements applicable to that color additive, as contained
in regulations adopted under section 706 of the federal Act.

14. If it is a prescription drug distribured or offered
for sale in this state, unless the manufacturer, packer, or
distributor includes in all advertising and other descriptive
printed matter issued or caused to be issued by the
manufacturer, packer, or distributor with respect to the
prescription drug a true statement of all of the following:

a. The established name as defined in subsection 5,
printed prominently and in type at least half as large as that
used for any trade or brand name thereof.

b. The formula showing quancitatively each ingredient of

the prescription drug to the extent required for labels under

-17-
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subsection 5.
c. Other information in brief summary relating to side

effects, contraindications, and effectiveness as required in
regulations adopted pursuant to secticn 701(e} of the federal
Act.

15. If it was manufactured, prepared, propagated,
compounded, or processed in an establishment in this state not
duly registered under section 510 of the federal Act, if it
was not included on a list required by section 510(3) of che
federal Act, if a notice or other information respecting it
was not provided as required by that section or section 510(k)
of the federal Act, or if it doces not bear the symbols from
the uniform system for identification of devices prescribed
under section 510(e) of the federal Act tha: are required by
regulation.

16. If it is a drug and its packaging or labeling is 1n
violation of an applicable regulation adopted pursuant to
section 3 or 4 of the federal Poison Prevention Packaging Act
of 1970, 15 U.S.C. § 1471 et seq.

17. If a trademark, trade name, or otker identifying mark,

imprint, or device of another trademark, trade name, mari, Or

imprint or any likeness of the foregoing has been placed

thereon or upon its container with intent to detraud.

18. 1In the case of a restricted device distributed or
of fered for sale in this state, if either of the following
applies:

a. Its advertising is false or misleading in any
particular.

b. It is sold, distributed, or used in violation of
requlations adopted pursuant tc section 520(e) of the federal
Act,

19. In the case of a restricted device distributed or
offered for sale in this state, uniess the manufacturer,
packer, or distribuzor includes in all advertising and other

descriptive printed matter issued by the manufacturer, packer,

-8~
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or distributor -.ith respect to the device both of the .
following: )
a. A true statement of the device's established name as
defined in subsection 5, printed prominently and in type at
least half as large as that used fcor any trade or brand name
thereof.
b. A brief statement of the intended uses of the device
and relevant warnings, precautions, side effects, and
contraindications; and in the case of a specific device made
subject to regulations adopted pursuant to the federal Act, a
full description of the components of the device or the
formula showing guantitatively each ingredient of the device
to the extent required in regulations under the federal Act.
20. If it is a device subject to a performance standard
established under section 514 of the federal Ac¢t, unless it
bears labeling as prescribed in that performance standard.
21. If it is a device and there was a failure or refusal
to comply with any requirement prescribed under section 518 of .
the federal Act respecting the device, or tc furnish material .
required by or under section 519 of the federal Act respecting
the device.
If an article is alleged to be misbrandecd because the
labeling or advertising is misleading, then in determining
whether the labeling or advertising is misleading, there shall
be taken into account, among other things, not only
representations made or suggested by statement, word, design,
device, or any combination thereof, but alsc the extent to
which the labeling or advertising fails to reveal facts
material in the light of such representations, or material
with respect to consequences which may result from the use of
the article tc which the labeling or advertisﬁng relates,
under the conditions of use prescribed in the labeling or

advertising oxr under custtmary or usual conditions of use.

The representation of a drug, in its labeling, as an .

antiseptic shall be considered to be a representation that it

]G
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1s a germicide, except in the case of a drug purporting to be,
or represented as, an antiseptic for inhibitory use as a wet
dressing, ointment, dusting powder, or such other use as
involves prolonged contact with the body.

Sec, 11. NEW SECTION. 203B.11 EXEMPTIONS IN CASES OF
DRUGS AND DEVICES ~-- DISPENSING BY PRESCRIPTICN CNLY.

1. The board shall adopt rules exempting from any labeling
or packaging requirement of this chapter drugs and devices
which are, in accordance with the practice of the trade, to be
processed, labeled, or repacked in substantlal guantities at
establishments other than those where originally processed or
packaged, on condition that such drugs and devices are not

aduliterated or misbranded upon removal frem the processing,
labeling, or repacking establisnment.

2. Drug and device labeling or packaging exemptions
adopted pursuant to the federal Act shall apply to drugs and
devices 1in this state except insofar as modified or rejected
by rules adopted by the board.

3. a. This lettered paragraph applies to a drug intended
for use by humans which is any of the following:

{1y Is a habit-forming drug to which section 203B.10, sub-
section 4 applies.

(2} Because of its toxicity or other potentiality for
harmful effect, or the method of its use, or the collateral
measures necessary to its use, is not safe for use except
under the supervision of a practitioner licensed by law to
administer the drug.

(3) Is limited by an approved application under section
505 of the federal Act to use under the professional
supervision of a practitioner licensed by law to administer
the drug.

Such a drug shall be dispensed oniy upon a written
prescription of a practitioner licensed by law to administer
the drug, or upon an oral prescription of such a practitioner

whtich is reduced promptly £0 writing and filed by the

-20-
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pharmacist, «: by refilling any such wrikten or oral
prescription if the refilling is authorized by the prescribet
either in the coriginal prescription or by orai order which 1is
reduced promptly to writing and filed by the pharmacist. The
act of dispensing a drug contrary to this paragraph while the
drug is held for sale results irn the drug being misbranded.
p. A drug dispensed by filling or refilling a written or
oral prescription of a practitioner licensed by law to
administer the drug is exempt from section 203B.10, except
subsection 1, subsection 9, paragraphs "b" and "c", and

subsections 11 and 12, and the packaging requirements of

subsections 7, 8, and 16, if the drug bears a label containing

the name and address of the dispenser, the serial number and
date of the prescriprion or of its filling, the name of the
prescriber, and, if stated in the prescription, the name of
the patient, and the directions for use and cautiocnary
statements, if any, contained in the prescription. This
exemption does not apply to a drug dispensed in the course of
the conduct of the business of dispensing drugs pursuant to
diagnosis by mail, or tc a drug dispensed in violation of
paragraph "a" of thilis subsection.

c. The board may, by rule, remove a drug subject to
section 203B.10, subsection 4, and section 305 of the federal

Act from the requirements of paragraph "a" of this subsection

when such requirements are not necessary for the protection of

the public health.
d. A drug which is subject to paragraph "a" cf this

subsection is misbranded if, at any time prior to dispensing,

its label fails to bear the statement: "Caution: Federal Law

Prohibits Dispensing Without Prescription®, or "Caution:

State Law Prohibits Dispensing Without vrescription". A drug

to which paragraph "a" of this subsection does nct apply is

misbranded if, at any time prior to dispensing, its label

bears the caution statement quoted in the preceding sentence.
Sec. 12. NEW SECTION. 203B.12 NEW DRUGS.

-2]1-
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@ 1. A person shall not sell, deliver, offer for sale, hold
for sale, or give away a new drug unliess both of the following
apply:

4. An application with respect to the new drug has been
approved and the approval has not been withdrawn under section
505 of the federal Act.

b. A copy of the letter of approval or approvability
issuved by the United States food and drug administration is on

9 file with the secretary of the board, if the procduct is

W~ DN s W kY

10 manufactured in thls state.

11 2. A person shall not use in humans or animals a new drug
75%:12 or new animal drug limited to investigational use unless the

13 person has filed with the United States food and drug

14 administration a completed and signed "Wotice of Claimed

15 Investigational Exemption for a New Drug” form in accordance

16 with 21 C.F.R. § 312.1 and the exemption has not been
” 17 terminated. The drug shall be plainly labeled in compliance
k 18 with section 505(i) or 507(d) of the federal Act.

19 3. This section does not apply to either of the following:
20 a. A drug which 1s not a new drug as defined in the

21 federal Act.

22 b. A drug which is licensed under the federal Public

23 Health Service Act of July 1, 1944, 42 U.5.C. § 201 et seqg. or
24 under the Animal Virus, Serum, Toxin, Antitoxin Act of March

25 4, 1913, 21 U.S.C. § 151 et seq.
355026 Sec. 13. NEW SECTION. 203B.13 NEW ANIMAL DRUGS.

27 A new animal drug, with respect to any particular use orx
28 intended use of the drug, is unsafe for the purposes of this |
29 chapter unless both of the following apply:

30 1. There is ir effect an approval of an applicaticn filed
31 pursuant to section 512(b) ¢of the federal Act with respect to

32 the use or intended use of the drug.

33 2. The drug, its labeling, and its use or intended use
@ 34 conform to the approved application.
- 35 Sec. 14. NEW SECTION, 203B.14 COSMETICS -- ADULTERATION.

_22_..
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A cosmetic : . adulterated if any of the following apply:

1. It bears or contains a poisonous or deletericus
substance which may render it injurlous to users under the
conditions of use prescribed in its labeling or under
customary or usual conditions of use. However, this does not
apply to coal-tar hair dye if the label of the dye bears the
following legend conspicuously displayed: "Caution == This
product contains ingredients which may cause skin irritation
on certain individuals and a preliminary test according to
accompanying directions should first be made. This product
must not be used for dyeing the eyelashes or eyebrows; to do
so may cause blindness"; and the label bears acdequate
directions for the preliminary testing. For the purposes of
this subsection and subsection 5, "hair dye" does not include
eyelash dyes or eyebrow dyes.

2. It consists in whole or in part of any filthy, putrid,
or decomposed substance.

3. It has been produced, prepared, packed, or held under
insanitary conditions whereby it may have become contaminated
with £ilth, or whereby it may have been rendered injurious to
health.

4. Its container is composed, in whole or in part, of a
poisonous or deleterious substance which may render the
contents injuricus to health.

5. It is not a hair dye and it is, or it bears or contains
a color additive which is, unsafe within the meaning of
section 706(a} of the federal Act.

Sec. 15. NEW SECTION. 203B.15 COSMETICS -- MISBRANDING.

A cosmetic is misbranded if any of the following apply:

1. 1Its labeling is false cr misleading 1in any particular.

2. If in package form unless it bears a label containing
both of the following:

a. The name and place of business of the manufacturer,
packer, or distributor.

b. An accurate statement of the guantity of the contents

-23-
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in terms of weight, measure, or numerical count, which
statement shall be separately and accurately stated 1n a
uniform location upon the principal display panel of the
label.

3. A word, statement, or other information required by or
under the autherity of this chapter to appear on the label or
labeling is not prominently placed there with such
conspicuousness, as compared with other words, statements,
designs, 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.

4. 1Its container is so made, formed, or filled as to be
migsleading.

5. It is a color additive, unless its packaging and
labeling are in conformity with the packaging and labeling
requirements applicable to that color additive prescribed
under section 706 of the federal Act. This subsection does
not apply to packages of color additives which, with respect
to their use of cosmetics, are marketed and intended for use
only in or on hair dyes, as specified in section 203B.14,
subsection 1.

6. Its packaging or labeling is in violation of an
appiicable regulation adopted pursuant to section 3 or 4 of
the federal Poison Prevention Packaging Act of 1370, 15 U.S.C.
§ 1471 et seq.

The board shall adopt rules exempting from any labeling
requirement of this chapter, cosmetics which are in accordance
with the practice of the trade, to be processed, labeled, or
repacked in substantial quantities at an establishment other
than the establisament where they are originally processed or
packed, on condition that such cosmetics are not adulterated
or misbranded upon removal from the processing, labeling, or
repacking establishment. Cosmetic labeling exemptions adopted
under the federal Act apply to cosmetics in this state except

as modified or rejected by rules adopted by the board.

_24.__
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Sec. 16. Y "’ SECTION. 203B.16 FALSE ADVERTISING.

1. The advertising of a drug, device, or cosmektic is false
if it is false or misieading in any particular.
2. For the purpose cf this chapter, advertising 1is false

if it represents a drug, device, cr cosmetic to have any

effect in the diagnosis, prevention, or treatment of
arthritis, blood discrders, pbone or joint diseases, kidney
diseases or disorders, cancer, diabetes, gall bladder disease
or disorders, heart and vascular disease, high blood pressure,
diseases or disozders cf the ear, mental disease or mental
retardation, degenerative neurological diseases, paralysis,
prostate gland disorders, conditicns of the scalp affecting
hair loss, baldness, endocrine disorders, sexual lmpotence,
tumors, venereal diseases, varicose ulcers, breast
enlargement, purifying blood, metabclic disorders, 1mmune
system disorders or conditions affecting the immune system,
extension of life expectancy, stress and tension, brain
stimulation or performance, the body's natural defense
mechanisms, blood flow, and depression., However, advertising
not in violation c¢f subsection 1 is not false under this
subsection if it is disseminated only to members of the
medical, dental, or veterinary professions, or appears only in
the scientific pericdicals of these professions, or is
disseminated only for the purpose of public health education
by persons not commercially Lnterested, directly or
indirectly, in the sale of such drugs or devices. However, if
the board determines that an advance in medical science has
made any type of self-medication safe as to any of the
diseases named in this subsection, the board shall by rule
authorize the advertising of drugs having curative or
therapeutic effect for such disease, subject to the conditions
and restrictions the board deems necessary in the interests of
the public health. However, thig subsection dces not indicate
that self-medication for diseases other than those named in

this subsection is safe and efficacious.
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Sec. 17. NEW SECTION. 203B.17 RULES -- HEARINGS.
1., %he board may adopt rules pursuant to chapter 174 for
the efficient enforcement of this chapter. The board may make

the rules adopted under this chapter conform, insofar as

practicable, with those regulations adopted pursuant to the
federal Act.

2. Hearings authorized or required by this chapter shall
be conducted by the board or by an officer, agent, or enployee
designated by the becard.

Sec. 18, NEW SECTION. 203B.18 INSPECTIONS,

the

1. a. For purposes of enforcement of this chapter, th

board or any of its authorlzed agents, upon presenting
appropriate credentials to the owner, operator, cr agent 1in
charge, may do both of the following:

(1) Enter at reasonable times any factory, warehouse, or
other establishment in which drugs, devices, or cosmetics are
manufactured, processed, packed, or held, for introduction
into commerce or after such introduction; cr enter a vehicle
being used@ to transport or hold drugs, devices, or cosmetics
in commerce.

(2) Inspect at reasonable times and within reasonable
limits and in a reasonab’e manner such a factory, warehouse,
establishment, or vehicle and all pertinent eguipment,
finished and unfinished materials, containers, and labeling
therein, and obtain samples necessary to the enforcement of
this chapter. 1In the case of a factory, warehouse,
establishment, or consulting laboratory in which prescription
drugs are manufactured, processed, packed, or held, the
inspection shall extend to all things therein, including
records, files, papers, processes, controls, and facilities,
bearing on whether prescription drugs or restrictec devices
which are adulterated or misbranded or which may not be
manufactured, 1ntroduced into commerce, or sold or offered for
sale by reason of any provision of this chapter, have been or

are peing manufactured, processed, packed, transported, or
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neld in violar.— n of or bearing on a violation ¢f this
chapter, An inspection authorized for prescription drugs by
the preceding sentence shall not extend to financial data,
sales data other than shipment data, pricing data, personnel
data other than data as to qualifications of technical and
professional personnel performing funcrions subject to this
chapter, ancé research data other than data relating to new
drugs, and antibiotic drugs, and devices, and subject o
reporting and inspection under regulations lawfully issued
pursuant teo section 505{i) or 505(j), or secticn 507(d) or
507(g}, section 519, or section 320(g) of the federal Act, and
data, relating to other drugs, or devices which in the case of
a new drug would be subject to reporting or inspection under
lawful requlations issued pursuant to section 505(j) of the
federal Act. The inspection shall be commenced and compieted
with reasonable promptness.

b. Paragraph "a" does not apply to any of the following:

{1) Pharmacies whilch maintain establishments in conform-
ance with laws ¢f this state regulating the practice of
pharmacy and medicine and which are regularly engaged in
dispensing prescription drugs, or devices, upon prescription
of practitioners licensed to administer the drugs or devices
toc patients under the care of the practitioners in the c¢ourse
of their professional practice, and which do not, either
through a subsidiary or otherwise, manufacture, prepare,
propagate, compound, or process drugs or devices for sale
cther than in the regular course of their business of
dispensing or selling drugs or devices at retail.

(2) Practitioners licensed by law to prescribe or
administer drugs or prescribe or use devices, and who
manufacture, prepare, propagate, compound, or process drugs,
or manufacture or process devices solely for use in the course
of their professional practice.

(3) Persons who manufacture, prepare, propagate, compound,

or process drugs, or manufacture or process devices solely for
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use 1n research, teaching, or chemical analysis and not for
sale.

(4) Other classes of persons the board exempts from the
application of this section by rule upon a finding that
inspection as applied to such classes of persons in accordance
with this section is not necessary for the protection ¢f the
public health.

2. Upon completion of an inspection of a factory,
warehouse, consulting laboratory, or other establishment and
prior to leaving the premises, the authorized agent making the
inspection shall give to the owner, operator, or agent in
charge a report in writing setting forth any conditions or
practices observed by the authorized agent which, in the
Judgment of the authorized agent, indicate that any drug,
device, or cosmetic in the establishment meets elther of the
following:

a. Consists in whole or in part of a filthy, putrid, or
decomposed substance.

b. Has been prepared, packed, or held under insanitary
conditions whereby it may have beccme contaminated with filth,
or whereby it may have been rendered injurious to health.

A copy of the report shall be sent promptly to the board.

3. If the authorized agent making an inspection of a
factory, warehouse, or other establishment has obtained a
sample in the course of the inspection, upon ccmpletion of the
inspection and prior to leaving the premis=s the authorized
agent shall give to the owner, operator, or agent in charge a
receipt describing the sample obtained.

4. A person required under this chapter or section 519 or
520{g) of the federal Act to maintain records and a person who
i1s in charge or custody of such records shall, upon regquest of
an authorized agent designated by the board, permit the
authorized agent at all reasonable times to have access and to
copy and verify such reccrds,

5. TFor the purposes of enforcing this chapter, carrliers
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engaged in cecverce, and persons receiving drugs, devices, or
cosmetics in commerce or holding such articles so received,
shall, upon the request of a cduly authorized agent of the
board, permit the agent, at reasonable times, to have access
to and to copy all records showing the movement in commerce of
a drug, device, or cosmetic, or the holding thereof during or
after such movement, and the gquantity, shipper, and consignee
thereof. It is unlawful for any such carrier or person to
fail to permit such access to and copying of any such record
so requested when the request is accompanied by & statement in
writing specifying the nature or kind of drug, device, or
cosmetic to which the request relates.

6. Evidence obtained under this section or evidence which
is directly or indirectly derived from such evidence obtained
under this section, shall not be used in & criminal
prosecution of the person f£rom whom the evidence was cbtalned;
and carriers are not subject to the other provisions of this
chapter by reason of their receipt, carriage, holding, or
delivery of drugs, devices, or cosmetics in the usual course
of business as carriers.

Sec. 19. NEW SECTION. 203B.19 PUBLICITY.

1. The board may cause to be published from time to time

reports summarizing all Zadgments, decrees, and court orders
which have been rendered under this chapter, including the
nature of the charges and their disposition.

2. The board may also cause to be disseminated information
regarding drugs, devices, or cosmetics, in situations
involving, in the opinion of the board, imminent danger to
health, or gross deception of the consumer. This section does
not prohibit the board from collecting, reporting, and
illustrating the results of investigations by the board.

Sec. 20. Section 125.2, subsection 3, Ccde 1989, is
amended to read as follows:

3. "Chemical substance” means alcohol, wine, spirits, and

beer as defined in chapter 123 and drugs as defined in section

_.29_
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283a<2 203B.2, subsection 3 7, which when used improperly
could result in chemical dependency.

Sec. 21. Section 147.99, Code 1989, is amended to read as
follows:

147.99 DUTIES OF SECRETARY.

The secretary of the board of pharmacy examiners shall,
upon the direction of said-examiners the board, make
inspections of alleged violations of the provisions of this
title relative to the practice of pharmacy and of chapters 263
203B, 204, and 205. Suaid The secretary shall be allowed
necessary traveling and hotel expenses in making such
inspections.

Sec. 22. Section 155A.12, subsection 9, Code 1989, Iis
amended to read as follows:

9. Been convicted of an offense or subjected to a penalty
or fine for violation of chapter 147, 2637;-283A 203B, 204, or
the Federal Food, Drug and Cosmetic Act. A plea or verdict of
guilty, or a cenviction following a plea c¢f nolo contendere,
is deemed to be a conviction within the meaning of this
section.

Sec. 23. Section 159.6, subsection 8, Code 1989, is
amended to read as follows:

8. Regulation and inspection of foods, drugs, and other
articles, Title X, but chapters 263 203B, 204 and 205 of satd
that title shall be enforced as therein provided in those
chapters.

Sec, 24. Section 189.2, subsection 1, Code 1989, is
amended to read as follows:

1. Execute and enforce this title, except chapters 2637
263& 203B, 204, 204A and 205.

Sec. 25. Section 203a.21, subsection 3, Code 1989, 1is
amended to read as follows:

3. The board may seek relief pursuant to section 263A<4
203B.4 restraining any person from violating the provisions of

this section. In acddition to granting a temporary or
g g P Y
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permanent inju-ction, the court may impose a civil penalty not
to exceed forty thousand deollars per violation of this .
section.
Sec. 26. Section 205.11, Code 1989, is amended to read as
follows:
205.11 ENFORCEMENT.
The provisions of this chapter and chapters 263 203B and
204 shall be administered and enforced by the board of
pharmacy examiners. 1In discharging any duty cr exercising any
power under satd those chapters, the board of pharmacy
examiners shall be governed by all the provisions of chapter
189, which govern the department of agriculture and land
stewardship when discharging a similar duty or exerclsing a
similar power with reference to any of the articles dealt with
in this title, to the extent that chapter 189 is not
inconsistent with this chapter and chapters 203B and 204.
Sec. 27. Section 205.12, Code 1989, is amended to read as

follows: ".
205.12 CHEMICAL ANALYSIS OF DRUGS. )
Any chemical analysis deemed necessary by the board of
pharmacy examiners in the enforcement of this chapter and
chapters 263 203B and 204 shall be made by the department of
agriculture and land stewardship when requested by saxd the
board of pharmacy examiners.
Sec. 28. Section 205.13, Code 1989, is amended to read as
follows:
205.13 APPLICABILITY OF OTHER STATUTES.
Insofar as applicable the provisions of chapter 1897 shall
apply to the articles dealt with in this chapter and chapters
203 203B and 204. The powers vested in the cdepartment of
agriculture and land stewardship by said chapter 189 shal: be
deemed for the purpose of this chapter and chapters 283 201B
and 204 to be vested in the board of pharmacy examiners.
Sec. 29. Section 331.756, subsection 40, Code 1989, 1is

amended to read as follows: .
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40. Prosecute violations of the Iowa drug, device, and
cosmetic Act as requested by the board of pharmacy examiners
as provided in section 263A<? 203B.7.

Sec. 30. REPEALS.

1. Chapter 203, Code 1989, is repealed.

2. Sections 203A.1 through 203A.20, Code 1989, are
repealed.

Sec. 31. CODE EDITOR TRANSFER. The Code editor shall
transfer section 203A.21, Code 1989, to the new chapter 203B
created by this Act.

HF 343
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Amend House File 343, as amended, passed, and
reprinted by the House, as follows:

1. Page 21, line 13, by striking the words
"serial number and".

2. Page 21, by inserting after line 34 the
following:

"e. Prescription drug samples dispensed by a
practitioner licensed by law to administer such drugs
are exempt from section 203B.10."

3. Page 22, line 12, by striking the words "or
new animal drug”.

4, Page 22, by striking lines 26 through 34,

S. Page 28, by inserting after line 2 the
following:

"{4) Duly employed sales representatives of
pharmaceutical companies acting in the normal and
customary performance of their duties.”

6. Page 28, line 3, by striking the figure "(4)
and inserting the following: "(5)".

7. Page 29, by inserting after iline 31 the
fellowing:

"Sec, . NEW SECTION. 203B.20 CHAPTER NOT
APPLICABLE TO COMMERCIAL FEED.

This chapter does not apply to the Icowa Commercial
Feed Law of 1974 under chapter 198 or to
administrative rules adopted pursuant to chapter 198.

8. 3y renumbering as necessary.

By COMMITTEE ON HUMAN RESOURCES
BEVERLY A. HANNON, Chalrperson

$-3580 FILED APRIL 6, 1989

Ddepeed. LB-59 (p1422)




HBOUSE FILE 343

5-3684 | ;
~ Amend the amendment, S$-3580, to House File 343, as
amended, passed, and reprinted by the House, as
follows: _

1. Page 1, by inserting before line 3 the follow-
ing:

" . Page 2, lines 6 and 7, by striking the
words "or animal".
. Page 2, line 9, by striking the words “or
animal", ,
10 . Page 2, line 11, by striking the words “or
1l animal".
12 . Page 2, lines 21 and 22, by striking the
13 words “"or animal®.
14 ___- Page 2, line 24, by striking the words “or
15 animal”.
16 - Page 3, by striking lines 6 through 8.
17 - Page 3, line 10, by striking the words
18 "except a new animal drug,”.
19 . Page 3, line 20, by striking the words
20 "except a new animal drug,".
21 - Page 4, line 4, by striking the words "or
22 animal". ‘
23 - Page 17, by striking line 7 and inserting
24 the following: “drug,"."
25 2. Page 1, by inserting after line 9 the fol-
26 lowing:
27 " - Page 22, line ll, by striking the words "or
28 animals"."
29 3. Page 1, by inserting after line 26 the fol-
30 lowing:
31 "Sec. . NEW SECTION. 203B.21 CHAPTER NOT
32 APPLICABLE TO ANIMAL DRUGS.
33 This chapter does not apply to drugs intended for
34 use for animals and not for humans."
35 4. By numbering and renumbering as necessary.

By JIM R. RICRDAN

O~ e

$S-3684 'FILED APRIL 12 1989
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SENATE AMENDMENT TO HOUSE FILE 343

_ H-4051
”. 1 Amend House File 343, as amended, passed, and
2 reprinted by the House, as follows:
3 1. Page 2, lines 6 and 7, by striking the words
4 "or animal". -
5 2, Page 2, line 9, by striking the words "or
6 animal". ‘
7 3. Page 2, line 11, by striking the words "or
8 animal". o
4. Page 2, lines 21 and 22, by striking the words

9

10 "or animal”.

11 5. Page 2, line 24, by striking the words "or

12 animal".

13 6. Page 3, by striking lines 6 through 8.

14 7. Page 3, line 10, by striking the words "except

15 a new animal drug,”.
16 8, Page 3, line 20, by striking the words "except
17 a new animal drug,".
18 9. Page 4, line 4, by striking the words "or
19 animgl".
20 10. Page 17, by striking line 7 and inserting the
21 following: “"drug,".
22 11. Page 21, line 13, by striking the words
23 "serial number and".
24 12. Page 21, by inserting after line 34 the
25 feollowing:
,' 26 "e. Prescription drug samples dispensed by a
27 practitioner licensed by law to administer such drugs
28 are exempt from section 203B.10."
29 13. Page 22, line 11, by striking the words "or
30 animals".
31 14. Page 22, line 12, by striking the words "or
32 new animal drug".
33 15. Page 22, by striking lines 26 through 34.

34 16. Page 28, by inserting after line 2 the
35 following:
36 "{4) Duly employed sales representatives of

37 pharmaceutical companies acting in the normal and

38 customary performance of their duties.”

39 17. Page 28, line 3, by striking the figure "(4)"
40 and inserting the following: "(5)".

41 18. Page 29, by inserting after line 31 the

42 following:

43 "Sec. . NEW SECTION. 203B.20 CHAPTER NOT

44 APPLICABLE TO COMMERCIAL FEED.

45 This chapter does not apply to the Iowa Commercial
46 Feed Law of 1974 under chapter 198 or to

47 administrative rules adopted pursuant to chapter 198.
48 Sec. . NEW SECTION. 203B.21 CHAPTER NOT

49 APPLICABLE TO ANIMAL DRUGS.

50 This chapter does not apply to drugs intended for

g Page 2 )
1 use for animals and not for humans.

2 19. By renumbering as necessary.
d RECEIVED FROM THE SENATE

H-4051 FILED APRIL 17, 1989

Ao Lot d A2 -5 (psl)
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A BILL FOR

1 An Act relating to the labeling, advertising, adulteration,

2 misbranding, and dispensing of drugs, devices, and cosmetics,
3 providing penalties, and providing properly related matters.
4 BE IT ENACTED BY THE GENERAL ASSEMBLY OF THE STATE OF IOWA:

TLSB 1087HD 73
jw/sc/14




[+ IS B R - N S

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35

Section 1. NEW SECTION. 203B.1 TITLE.
This chapter may be cited as the "Iowa Drug, Device, and

Cosmetic Act".

Sec. 2. NEW SECTION. 203B.2 DEFINITIONS --
APPLICABILITY.

As used in this chapter, unless the context otherwise

requires:

1. "Advertising" means any representation disseminated in
any manner or by any means, other than by labeling, for the
purpose of inducing, or which is likely to induce, directly or
indirectly, the purchase of drugs, devices, or cosmetics.

2. "Board" means the board of pharmacy examiners.

3. "Contaminated with filth" means not securely protected
from dust, dirt, and as far as is necessary by all reasonable
means, from all foreign or injurious contaminations,.

4. "Cosmetic" means any of the following, but does not
include soap:

a. An article intended to be rubbed, poured, sprinkled, or
sprayed on, introduced into, or otherwise applied to the human
body or any part of a human body for cleaning, beautifying,
promoting attractiveness, or altering the appearance.

b. An article intended for use as a component of an
article defined in paragraph "a".

5. "Counterfeit drug"” means a drug which, or the container
or labeling of which, without authorizaticn, bears the
trademark, trade name, or other identifying mark, imprint, or
device, or any such likeness, of a drug manufacturer,
processor, packer, or distributor other than the person or
persons 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, such other drug manufacturer, processor,
packer, or distributor.

6. "Device" means an instrument, apparatus, implement,

machine, contrivance, implant, in vitro reagent, or other
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similar or related article, including any component, part, or
accessory of any of these, which is any of the following:

a. Recognized as a device in the official United States
Pharmacopoeia National Formulary or any supplement to it.

b. Intended for use in the diagnosis of diseases or other
conditions, or in the cure, mitigation, treatment, or
prevention of diseases or other conditions in a human or other
animals.

c. Intended to affect the structure or any function of the
body of a human or other animals, and which does not achieve
any of its principal intended purposes through chemical action
within or on the body of a human or other animals and which is
not dependent upon being metabolized for the achievement of
any of its principal intended purposes.

7. "Drug" means any of the following, but does not include
a device:

a. An article recognized as a drug in the official United
States Pharmacopoeia National Formulary, official Homeopathic
Pharmacopoeia of the United States, or any supplement to
either document,

b. An article intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of diseases in a human or
other animals.

c¢. An article, other than food, intended to affect the
structure or any function of the body of a human or other
animals,

d. An article intended for use as a component of any
articles specified in paragraphs "a", "b", or "c".

8. "Federal Act" means the federal Food, Drug, and
Cosmetic Act, which is codified in 21 U.S.C. § 301 et seq.

9. "Immediate container” does not include a package liner.

10. "Label" means a display of written, printed, or
graphic matter upon the immediate container of an article; and
a requirement made by or under authority of this chapter that
any word, statement, or other information appear on the label

-2=




@O B WwW o

o b W W W R R R R MR R R R R b et et e e e
SV S S - B+ - TS B« L U L B - V'Y B SRR R o N Vo B+ TR N« (SR Y L T U VS B NG T ST <o T ¥+

is not complied with unless the word, statement, or other
information also appears on the outside container or wrapper
of the retail package of the article, or is easily legible
through the outside c¢container or wrapper.

11. "Labeling" means all labels and other written,
printed, or graphic matter upon an article or any of its
containers or wrappers, or accompanying an article.

12. "New animal drug" means any drug intended for use for
animals and not for humans, including any drug intended for
use in animal feed.

13. *"New drug" means either of the following:

a. Any drug, except a new animal drug, the composition of
which is such that the drug 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, except that a drug
not so recognized is not a new drug if at any time prior to
the enactment of this chapter it was subject to the federal
Act, and if at that time its labeling contained the same
representations concerning the conditions of its use.

b. Any drug, except a new animal drug, the composition of
which is such that the drug, as a result of investigations to
determine its safety and effectiveness for use under the
conditions prescribed, recommended, or suggested in its
labeling, has become recognized as safe and effective, but
which has not, other than in such investigations, been used to
a material extent or for a material time under the conditions
prescribed, recommended, or suggested 1n its labeling.

14, "Official compendium" means the official United States
Pharmacopoeia National Formulary, official Homeopathic
Pharmacopoeia of the United States, or any supplement to
either document.

1S. "Person" means an individual, partnership,

corporation, or association,
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16. "Principal 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.

17. "safe" as used in this chapter has reference to the
health of a human or animal.

18. "Secretary" means the secretary of the United States
department of health and human services.

The provisions of this chapter regarding the selling of
drugs, devices, or cosmetics are applicable to the
manufacture, production, processing, packaging, exposure,
offer, possession, and holding of any such article for sale:
and the sale, dispensing, and giving of any such article, and
the supplying or applying of any such article, in the conduct
of any drug, device, or cosmetic establishment.

Sec. 3. NEW SECTION. 203B.3 PROHIBITED ACTS.

The following acts and the causing of the acts within this

state are unlawful:

1. The introduction or delivery for introduction into
commerce of any drug, device, or cosmetic that is adulterated
or misbranded.

2. The adulteration or misbranding of any drug, device, or
cosmetic in commerce.

3. The receipt in commerce of a drug, device, or cosmetic
that is adulterated or misbranded, and the delivery or
proffered delivery thereof for pay or otherwise.

4. The introduction or delivery for introduction into
commerce of a drug, device, or cosmetic in violation of
section 203B.12 or 203B.13.

S. The dissemination of any false advertising.

6. The refusal to permit entry or inspection, or to permit
the taking of a sample or to permit access to or copying of
any record as authorized by section 203B.18; or the failure to
establish or maintain any record or make any report required
under section 512(j), 512(1), or 512{m) of the federal Act, or

-4-
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the refusal to permit access to or verification or copying of .
any such required record.

7. The manufacture within this state of a drug, device, or
cosmetic that is adulterated or misbranded.

8. The giving of a guaranty or undertaking referred to in
section 203B.S, subsection 2, if the guaranty or undertaking
is false, except by a person who relied upon a guaranty or
undertaking to the same effect, signed by, and contalning the
name and address of, the person residing in this state from
whom the person received the drug, device, or cosmetic in good |
faith.

9. The removal or disposal of a detained or embargoed
drug, device, or cosmetic in violation of section 203B.6,
subsection 1.

10. The alteration, mutilation, destruction,
obliteration, or removal of the whole or any part of the
labeling of, or the doing of any other act with respect to a .
drug, device, or cosmetic, if the act is done while the
article is held for sale, whether or not it would be the first
sale, after shipment in commerce; and if the action results in
the article being adulterated or misbranded.

11. Forging, counterfeiting, simulating, or falsely
representing, or without proper authority using a mark, stanmp,
tag, label, or other identification device authorized or
required by rules or regulations adopted under this chapter or
the federal Act.

12. Making, selling, disposing of, or keeping in
possession, control, or custody, or concealing a punch, die,
plate, stone, or other thing designed to print, imprint, or
reproduce the trademark, trade name, or other identifying
mark, imprint, or device of another trademark, trade name,
mark, imprint, or device or a likeness of any trademark, trade

name, mark, imprint, or device upon a drug or drug container
or the labeling thereof so as to render the drug a counterfeit .
drug.




13. The doing of an act which causes a drug to be a
counterfeit drug, or the sale or dispensing, or the holding
for sale or dispensing, of a counterfeit drug.

14. The use by a perscn to the person's own advantage, o©or
the revealing, other than to the board or to the person's
authorized representative or to the courts when relevant in a
judicial proceeding under this chapter, of any information
acquired under authority of this chapter concerning any method
or process which as a trade secret is entitled to protection.

15. The use, on the labeling of a drug or device or in
advertising relating to a drug or device, of a representation
or suggestion that approval of an application with respect to
the drug or device is in effect under section 203B.12 or
sections 505, 515, or 520{g) of the federal Act, or that the
drug or device complies with the provisions of any of those
sections.

16. The use, in labeling, advertising, or other sales
promotion of a reference to a report or analysis furnished in
compliance with section 203B.18 or section 704 of the federal
Act.

17. If a prescription drug is distributed or offered for
sale in this state, the failure of the manufacturer, packer,
or distributor of the prescription drug to maintain for
transmittal, or to transmit, to any practitioner licensed by
applicable law to administer the drug who makes written
request for information as to the drug, true and correct
copies of all printed matter which is required to be included
in any package in which that drug is distributed or sold, or
such other printed matter as is approved under the federal
Act. This subsection does not exempt any person from a
labeling requirement imposed by or under this chapter.

18. a. Placing or causing to be placed upon any drug or
device or container thereof, with intent to defraud, the
trademark, trade name, or other identifying mark or imprint of

another trademark, trade name, mark, or imprint or any
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likeness of such a trademark, trade name, mark, or imprint.

b. Selling, dispensing, disposing of; causing to be sold,
dispensed, or disposed of; or concealing or keeping in
possession, control, or custody, with intent to sell,
dispense, or dispose of, a drug, device, or container thereof,
with knowledge that the trademark, trade name, or other
identifying mark or imprint of another trademark, trade name,
mark, or imprint or any likeness of any trademark, trade name,
mark, or imprint has been placed thereon in a manner
prohibited by paragraph "a".

c. Making, selling, disposing of; causing to be made,
sold, or disposed of; keeping in possession, control, or
custody; or concealing with intent to defraud any punch, die,
plate, stone, or other thing designed to print, imprint, or
reproduce the trademark, trade name, or other identifying
mark, imprint, or device of another trademark, trade name,
mark, or imprint or any likeness of any trademark, trade name,
mark, or imprint upon a drug or container or labeling thereof
so as to render the drug a counterfeit drug.

19. The failure to register in accordance with section S10
of the federal Act, the failure to provide any information
required by section 510(j) or 510(k) of the federal Act, or
the failure to provide a notice required by section S10(j) (2}
of the federal Act.

20. a. The failure or refusal to:

(1} Comply with a requirement prescribed under section 518
or 520(g) of the federal Act.

(2) Furnish any notification or other material or
information required by or under section 519 or 520(g) of the
federal Act.

b. With respect to any device, the submission of any
report required by or under this chapter that is false or
misleading in any material respect.

21. The movement of a device in violation of an order
under section 304(g) of the federal Act or the removal or
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alteration of any mark or label required by the order to
identify the device as detained.

22. The failure to provide the notice regquired by section
412(b) or 412(c) of the federal Act, the failure to make the
reports required by section 412(d)(1l)(B) of the federal Act,
or the failure to meet the requlrements prescribed under
section 412(d)(2) of the federal Act.

Sec. 4, NEW SECTION. 203B.4 INJUNCTION PROCEEDINGS.

The board may apply to the district court for, and the

court has jurisdiction upon hearing and for cause shown to

grant, a temporary or permanent injunction restraining any
person from violating any provision of section 203B.3 whether
or not there exists an adequate remedy at law.

Sec. 5. NEW SECTION., 203B.5 PENALTIES AND GUARANTY.

1. A person who violates a provision of this chapter is

guilty of a serious misdemeancr; but if the violation is

committed after a conviction of the person under this section
has become final, the person is guilty of an aggravated
misdemeanor.

2. A person is not subject to the penalties of subsection
1 if the person establishes a guaranty or undértaking signed
by, and containing the name and address of another person
residing in this state from whom the person received the
article in good faith, to the effect that the article is not
adulterated or misbranded,

3. A publisher, radio-broadcast licensee, or agency or
medium which disseminates false advertising, except the
manufacturer, packer, distributor, or seller of the article to
which false advertising relates, is not liable under this
section for the dissemination of the false advertising, unless
the person has refused, on the request of the board, to
furnish the board the name and post office address of the
manufacturer, packer, distributor, seller, or advertising
agency, residing in this state which caused the person to

disseminate the advertisement.
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Sec. 6. NEW SECTION. 203B.6 EMBARGO.

1. If a duly authorized agent of the board finds, or has
probable cause to believe, that a drug, device, or cosmetic 1s
adulterated or so misbranded as to be dangerous or fraudulent,
within the meaning of this chapter, or is in violation of
section 203B.12 or 203B.13, the agent shall affix to the
article a tag or other appropriate marking, giving notice that

the article is, or is suspected of being, adulterated or
misbranded and has been detained or embargoed, and warning all
persons not to remove or dispose of the article by sale or
otherwise until permission for removal or disposal 1s given by
an authorized agent or the court. It is unlawful for a person
to remove or dispose of the detained or embargoed article by
sale or otherwise without such permission.

2. When an article is adulterated or misbranded or is in
violation of section 203B.12 or 203B.13 and has been detained
or embargoed, a petition may be filed with the district court
in whose jurisdiction the article is located, detained, or
embargoed for an order for condemnation of the article. 1If a
duly authorized agent has found that an article which is
embargoed or detained is not adulterated or misbranded, the
agent shall remove the tag or other marking.

3. If the court finds that a sampled, detained, or
embargoed article is adulterated or misbranded, the article
shall be destroyed at the expense of the claimant of the
article, under the supervision of the agent, and all court
costs and fees, and storage and other proper expenses, shall
be taxed against the claimant of the article or the claimant's
agent; but if the adulteration or misbranding can be corrected
by proper labeling or processing of the article, the court,
after entry of the decree and after costs, fees, storage, and
other expenses have been paid and a good and sufficient bond,
conditioned that the article shall be so labeled or processed,
has been executed, may by order direct that the article be
delivered to the claimant for such labeling or processing

-Q-
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under the supervision of a duly authorized agent of the board.
The expense of supervision shall be paid by the claimant. The
article shall be returned to the claimant and the bond shall
be discharged on the representation to the court by the board
that the article is no longer in violation of this chapter,
and that the expenses of supervision have been paid.

Sec. 7. NEW SECTION. 203B.7 PROSECUTIONS.

The attorney general, or a county attorney, or a city

attorney to whom the board reports a violation of this
chapter, shall cause appropriate court proceedings +o be
instituted without delay and to be prosecuted in the manner
required by law., Before a violation of this chapter is
reported to any such attorney for the institution of a
criminal proceeding, the person against whom the proceeding 1is
contemplated shall be given appropriate notice and an
opportunity to present the person's views before the board or
1ts agent, either orally or in writing, in person or by
attorney, with regard to the contemplated proceeding.
However, the drug, device, or cosmetic shall be embargoed by
the duly authorized agent.

Sec. 8. NEW SECTION. 203B.8 MINOR VIOLATIONS,

This chapter does not require the board to report minor

violations for prosecution, or for the institution of
proceedings under this chapter, if the board believes that the
public interest will be adequately served in the circumstances
by a suitable written notice or warning.

Sec. 9. NEW SECTION. 203B.9 DRUGS AND DEVICES --
ADULTERATION,

A drug or device is adulterated under any of the following
circumstances:

1. a. 1If it consists in whole or in part of any filthy,
putrid, or decomposed substance.

b. If it has been produced, prepared, packed, or held
under insanitary conditions whereby it may have been
contaminated with £ilth, or whereby it may have been rendered
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injurious to health.

c. If it is a drug and the methods used in, or the
facilities or controls used for its manufacture, processing,
packing, or holding do not conform to or are not operated or
administered in conformity with current good manufacturing
practice to assure that the drug meets the requirements of
this chapter as to safety and has the identity and strength,
and meets the quality and purity characteristics, which it
purports or is represented to possess.

d. 1If its container is composed, in whole or part, of any
poisonous or deleterious substance which may render the
contents injurious to health.

2. If it purports to be or is represented as a drug, the
name of which is recognized in an official compendium, and its
strength differs from, or its quality or purity falls below,
the standards set forth in the official compendium. A
determination as to strength, quality, or purity shall be made
in accordance with the tests or methods of assay set forth in
the official compendium, or in the absence of or inadequacy of
such tests or methods of assay, those prescribed under
authority of the federal Act. A drug defined in an official
compendium is not adulterated under this subsection because it
differs from the standard of strength, quality, or purity set
forth in the official compendium, if its difference in
strength, quality, or purity from such standards is plainly
stated on its label. If a drug is recognized in both the
United States Pharmacopoeia National Formulary and the
Homeopathic Pharmacopoeia of the United States it is subject
to the United States Pharmacopoeia Natiocnal Formulary unless
it is labeled and offered for sale as a homeopathic drug, in
which case it is subject to the Homeopathic Pharmacopoeia of
the United States and not to the United States Pharmacopoeia
National Formulary.

3. If it is not subject to subsection 2 and its strength
differs from, or its purity or quality falls below, that which
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it purports or is represented to possess.

4. 1If it is a drug and any substance has been mixed or
packed with it so as to reduce its gquality or strength, or any
substance has been substituted for it wholly or in part.

S. If it is, or purports to be or is represented as, a
device which is subject to a performance standard established
under section 514 of the federal Act, unless the device is in
all respects in conformity with such standard.

6. If it is a device banned by the board or by the United
States food and drug administration.

7. If it is a device and the methods used in, or the
facilities or controls used for its manufacture, packing,
storage, or installation are not in conformity with applicable
requirements under section 520(f)(1l) of the federal Act or an
applicable condition as prescribed by an order under section
520(£)(2) of the federal Act.

8. If it is a device for which an exemption has been
granted under section 520(g) of the federal Act for
investigational use and the person who was granted the
exemption or any investigator who uses the device under the
exemption fails to comply with a requirement prescribed by or
under that section.,

Sec. 10. NEW SECTION. 203B.10 DRUGS AND DEVICES --
MISBRANDING -- LABELING.

A drug or device is misbranded under any of the following

circumstances:

1. 1If its labeling is false or misleading in any
particular.

2. If in a package form unless it bears a label containing
both of the fe¢llowing:

a. The name and place of business of the manufacturer,
packer, or distributor.

b. An accurate statement of the quantity of the contents
in terms of weight, measure, or numerical count.
However, under paragraph "a" reasonable variations shall be

-12~-
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permitted, and exemptions as to small packages shall be
allowed, in accordance with rules adopted by the board.

3. If any word, statement, or other information required
by or under the 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 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.

4. If it is for use by humans and contains any quantity of
the narcotic or hypnotic substance alpha-eucaine, barbituric
acid, beta-eucaine, bromal, cannabis, carbromal, chloral,
coca, cocaine, codeine, heroin, marijuana, morphine, opium,
paraldehyde, peyote, or sulphonmethane; or any chemical
derivative of such a substance, which derivative, after
investigation, has been designated as habit forming, by rules
adopted by the board under this chapter or by regulations
adopted by the secretary pursuant to section 502(d) of the
federal Act; unless its label bears the name and quantity or
proportion of such substance or derivative and in
juxtaposition therewith the statement "Warning -- May Be Habit
Forming."

S. a. If it is a drug, unless both of the following
apply:

(1) 1Its label bears, to the exclusion of any other
nonproprietary name except the applicable systematic chemical
name or the chemical formula:

(a) The established name of the drug, as specified in
paragraph "c", if such exists; and

(by If the drug is fabricated from two or more
ingredients, the established name and quantity of each active
ingredient, including the quantity, kind, and proportion of
any alcohol, and also including, whether active or not, the
established name and quantity or proportion of any bromides,
ether, chloroform, acetanilide, acetophenetidin, amidopyrine,

_13._
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antipyrine, atropine, hyoscine, hyoscyamine, arsenic,
digitalis, digitalis glucosides, mercury, ouabain,
strophanthin, strychnine, thyroid, or any derivative or
preparation of any such substances, contained therein,
However, the requirement for stating the quantity of the
active ingredients, other than the quantity of those
specifically named in this subparagraph subdivision, applies
only to prescription drugs.

{2) For a prescription drug, the established name of the
prescription drug or of an ingredient is printed, on the label
and on any labeling on which a name for the prescription drug
or an ingredient is used, prominently and in type at least
half as large as that used thereon for any proprietary name cr
designation for the prescription drug or ingredient. However,
to the extent that compliance with subparagraph (1),
subparagraph subdivision (b) or this subparagraph is
impracticable, exemptions shall be allowed under rules or
regulations adopted by the board or the secretary under the
federal Act.

b. If it is a device and it has an established name,
unless its label bears, to the exclusion of any other
nonproprietary name, its established name, as defined in
paragraph "d", prominently printed in type at least half as
large as that used thereon for any proprietary name or
designation for the device, except that to the extent
compliance with this paragraph is impracticable, exemptions
shall be allowed under rules or regulations adopted by the
board or the secretary under the federal Act.

¢. As used in paragraph "a", the term "established name",
with respect to a drug or ingredient thereof, means cone of the
following:

(1) The applicable official name designated pursuant to
section 508 of the federal Act.

(2} If no such official name exists and the drug or

ingredient is an article recognized in an official compendium,
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then its official title in the compendium.

(3) If neither subparagraph (l) nor (2) applies, then the
common or usual name, i1f any, of the drug or ingredient.
Bowever, if subparagraph (2) applies to an article recognized
in the United States Pharmacopoeia National Formulary and in
the Homeopathic Pharmacopoeia of the United States under
different official titles, the official title used in the
United States Pharmacopoeia National Formulary applies unless
it is labeled and offered for sale as a homeopathic drug, in
which case the official title used in the Homeopathic
Pharmacopoeia of the United States applies.

d. As used in paragraph "b", the term "established name"
with respect to a device means one of the following:

(1) The applicable official name of the device pursuant to
section 508 of the federal Act.

(2) If no such official name exists and the device is an
article recognized in an official compendium, then its
official title in the compendium.

{3) If neither subparagraph (1) nor (2) applies, then any
common or usual name cof the device.

6. Unless its labeling bears both of the following:

a. Adequate directions for use.

b. Adequate warnings against use in those pathological
conditions, or by children, where its use may be dangerous to

health, or against unsafe dosage or methods or durations of

adninistration or application, in the manner and form
necessary for the protection of users.

However, if a requirement of paragraph "a", as applied to a
drug or device, is not necessary for the protection of the
public health, the board or the secretary shall adopt rules or
requlations exempting the drug or device from that
requirement.

7. 1If it purports to be a drug the name of which is
recognized in an official compendium, unless it 1s packaged
and labeled as prescribed in the official compendium.

-15-
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However, the method of packing may be modified with the
consent of the board or the secretary. If a drug is
recognized in both the United States Pharmacopoeia National
Formulary and the Homeopathic Pharmacopoeia of the United
States, it 1s subject to the requirements of the United States
Pharmacopoeia National Formulary with respect to packaging and
labeling unless it is labeled and offered for sale as a
homeopathic drug, in which case it is subject to the
Homeopathic Pharmacopoeia of the United States, and not to the
United States Pharmacopoeia National Formulary. However, if
an inconsistency exists between this subsection and subsection
5 as to the name by which the drug or its ingredients shall be
designated, subsection 5 prevails.

8. 1If it has been found by the board or the secretary to
be a drug liable to deterioration, unless it 1s packaged in
the form and manner, and its label bears a statement of the
precautions that the board or the secretary by rule or
regulation reguires as necessary for the protection of public
health. Such a rule or regulation shall not be established
for a drug recognized in an official compendium until the
board or the secretary has informed the appropriate body
charged with the revision of the official compendium of the
need for such packaging or labeling requirements and that body
has failed within a reasonable time to prescribe such
requirements.

9. a. If it is a drug and its container is so made,
formed, or filled as to be misleading.

b. If it is an imitation of another drug.

c. If it is offered for sale under the name of another
drug.

10. If it is dangerous to health when used in the dosage

or manner, or with the frequency or duration prescribed,
recommended, or suggested in its labeling.

l1). 1If it is, or purports to be, or is represented as a
drug composed wholly or partly of insulin, unless both of the
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following apply:

a. It is from a batch with respect to which a certificate
or release has been issued pursuant to section 506 of the
federal Act.

b. The certificate or release is in effect with respect to
the drug.

12. If it is, or purports to be, or is represented as a
drug, except a drug for use in animals and not in humans,
composed wholly or partly of any kind of penicillin,
streptomycin, chlortetracycline, chloramphenicol, bacitracin,
or any other antibiotic drug, or any derivative thereof,
unless both of the following apply:

a. It is from a batch with respect to which a certificate
or release has been issued pursuant to section 507 of the
federal Act.

b. The certificate or release is in effect with respect to
the drug.

However, this subsection does not apply to any drug or
class of drugs exempted by regulations adopted under section
507(c) or 507(d) of the federal Act.

13. If it is a color additive, the intended use of which
is for the purpose of coloring only, unless its packaging and
labeling are in conformity with the packaging and labeling
requirements applicable to that color additive, as contained
in regulations adopted under section 706 of the federal Act.

14. 1If it is a prescription drug distributed or offered
for sale in this state, unless the manufacturer, packer, or
distributor includes in all advertising and other descriptive
printed matter issued or caused to be issued by the
manufacturer, packer, or distributor with respect to the
prescription drug a true statement of all of the following:

a. The established name as defined in subsection 5,
printed prominently and in type at least half as large as that
used for any trade or brand name thereof.

b. The formula showing quantitatively each ingredient of

-17~




the prescription drug to the extent reguired for labels under
subsection 5.

c. Other information in brief summary relating to side
effects, contraindications, and effectiveness as required in
regulations adopted pursuant to section 701{(e)} of the federal
Act.

15. If it was manufactured, prepared, propagated,
compounded, or processed in an establishment in this state not

9 duly registered under section 510 of the federal Act, if it

10 was not included on a list required by section 510(j) of the
11 federal Act, if a notice or other information respecting it

12 was not provided as required by that section or section 510(k)
13 of the federal Act, or if it does not bear the symbols from

14 the uniform system for identification of devices prescribed

15 under section 510(e) of the federal Act that are required by

X N s W N

16 requlation,
' 17 16. If it is a drug and its packaging or labeling is in
18 violation of an applicable requlation adopted pursuant to
19 section 3 or 4 of the federal Poison Prevention Packaging Act
20 of 1970, 15 U.S.C. § 1471 et seq.
21 17. If a trademark, trade name, or other identifying mark,
22 imprint, or device of another trademark, trade name, mark, oOr
23 imprint or any likeness of the foregoing has been placed
24 thereon or upon its contailner with intent to defraud.
25 18. In the case of a restricted device distributed or
26 offered for sale in this state, if either of the following
27 applies:
28 a. Its advertising is false or misleading in any
29 particular,
30 b. It is sold, distributed, or used in violation of
31 regulations adopted pursuant to section 520(e} of the federal
32 Act.
33 19. 1In the case of a restricted device distributed or

. 34 offered for sale in this state, unless the manufacturer,
packer, or distributor includes in all advertising and other
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descriptive printed matter issued by the manufacturer, packer,
or distributor with respect to the device both of the
following:

a. A true statement of the device's established name as
defined in subsection 5, printed prominently and in type at
least half as large as that used for any trade or brand name
thereof.

b. A brief statement of the intended uses of the device
and relevant warnings, precautions, side effects, and
contraindications; and in the case of a specific device made
subject to regulations adopted pursuant to the federal Act, a
full description of the components of the device or the
formula showing quantitatively each ingredient of the device
to the extent required in requlations under the federal Act.

20, If it is a device subject to a performance standard

established under section 514 of the federal Act, unless it

bears labeling as prescribed in that performance standard. .
21. If it is a device and there was a failure or refusal

to comply with any requirement prescribed under section 518 of

the federal Act respecting the device, or to furnish material

required by or under section 519 of the federal Act respecting

the device.
If an article is alleged to be misbranded because the

labeling or advertising is misleading, then in determining

whether the labeling or advertising is misleading, there shall

be taken into account, among other things, not only

representations made or suggested by statement, word, design,

device, or any combination thereof, but also the extent to

which the labeling or advertising fails to reveal facts

material in the light of such representations, or material

with respect to consequences which may result from the use of

the article to which the labeling or advertising relates,

under the conditions of use prescribed in the labeling or

advertising or under customary or usual conditions of use. .
The representation of a drug, in its labeling, as an
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antiseptic shall be considered to be a representation that it
1s a germicide, except in the case of a drug purporting to be,
or represented as, an antiseptic for inhibitory use as a wet
dressing, ointment, dusting powder, or such other use as
involves prolonged contact with the body.

Sec. 11. NEW SECTION. 203B.11 EXEMPTIONS IN CASES OF
DRUGS AND DEVICES -- DISPENSING BY PRESCRIPTION ONLY.

1. The board shall adopt rules exempting from any labeling
or packaging requirement of this chapter drugs and devices
which are, in accordance with the practice of the trade, to be
processed, labeled, or repacked in substantial quantities at
establishments other than those where originally processed or
packaged, on condition that such drugs and devices are not
adulterated or misbranded upon removal from the processing,

labeling, or repacking establishment.

2. Drug and device labeling or packaging exemptions
adopted pursuant to the federal Act shall apply to drugs and
devices in this state except insofar as modified or rejected
by rules adopted by the board,

3. a. This lettered paragraph applies to a drug intended
for use by humans which is any of the following:

(1) 1Is a habit-forming drug to which section 203B.10, sub-
section 4 applies.

(2) Because of its toxicity or other potentiality for
harmful effect, or the method of its use, or the collateral
measures necessary to its use, is not safe for use except
under the supervision of a practitioner licensed by law to
administer the drug.

{3) Is limited by an approved application under section
505 of the federal Act to use under the professional
supervision of a practitioner licensed by law to administer
the drug.

Such a drug shall be dispensed only upon a written
prescription of a practitioner licensed by law to administer
the drug, or upon an oral prescription of such a practitioner
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which is reduced promptly to writing and filed by the
pharmacist, or by refilling any such written or oral
prescription if the refilling is authorized by the prescriber
either in the original prescription or by oral order which is
reduced promptly to writing and filed by the pharmacist. The
act of dispensing a drug contrary to this paragraph while the
drug is held for sale results in the drug being misbranded.

b. A drug dispensed by filling or refilling a written or
oral prescription of a practitioner licensed by law to
administer the drug is exempt from section 203B.10, except
subsection 1, subsection 9, paragraphs "b" and "c", and
subsections 11 and 12, and the packaging requirements of
subsections 7, 8, and 16, if the drug bears a label containing
the name and address of the dispenser, the serial number and
date of the prescription or of its filling, the name of the
prescriber, and, if stated in the prescription, the name of
the patient, and the directions for use and cautionary
statements, if any, contained in the prescription. This
exemption does not apply to a drug dispensed in the course of
the conduct of the business of dispensing drugs pursuant to
diagnosis by mail, or to a drug dispensed in violation of
paragraph "a" of this subsection.

c. The board may, by rule, remove a drug subject to
section 203B.10, subsection 4, and section 505 of the federal
Act from the requirements of paragraph "a" of this subsection
when such requirements are not necessary for the protection of
the public health.

d. A drug which is subject to paragraph "a" of this
subsection is misbranded if, at any time prior to dispensing,
its label fails to bear the statement: "Caution: Federal Law
Prohibits Dispensing Without Prescription", or "Caution:
State Law Prohibits Dispensing Without Prescription". A drug
to which paragraph "a" of this subsection does not apply is
misbranded if, at any time prior to dispensing, its label
bears the caution statement quoted in the preceding sentence.
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Sec. 12, NEW SECTION. 203B.12 NEW DRUGS.
1. A person shall not sell, deliver, offer for sale, hold

for sale, or give away a new drug unless both of the following
apply:

a. An application with respect to the new drug has been
approved and the approval has not been withdrawn under section
505 of the federal Act.

b. A copy of the letter of approval or approvability
issued by the United States food and drug administration is on
file with the secretary of the board, if the product is
manufactured in this state,

2. A person shall not use in human beings or animals a new
drug or new animal drug limited to investigational use unless
the person has filed with the United States food and drug
administration a completed and signed "Notice of Claimed
Investigational Exemption for a New Drug"” form in accordance
with 21 C.F.R. § 312.1 and the exemption has not been
terminated. The drug shall be plainly labeled in compliance
with section 505(i) or 507{d) of the federal Act.

3. This section doces not apply to either of the following:

a. A drug which is not a new drug as defined in the
federal Act.

b. A drug which is licensed under the federal Public
Health Service Act of July 1, 1944, 42 U.S.C. § 201 et seq. or
under the Animal Virus, Serum, Toxin, Antitoxin Act of March
4, 1913, 21 U.S.C. § 151 et seq.

Sec. 13. NEW SECTION. 203B.13 NEW ANIMAL DRUGS.

A new animal drug, with respect to any particular use or
intended use of the drug, is unsafe for the purposes of this
chapter unless both of the following apply:

1. There is in effect an approval of an application filed
pursuant to section 512(b) of the federal Act with respect to

the use or intended use of the drug.
2. The drug, its labeling, and its use or intended use

conform to the approved application.
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Sec. 14. NEW SECTION. 203B.14 COSMETICS -- ADULTERATION.
A cosmetic is adulterated if any of the fcllowing apply:

1. It bears or contains a poisonous or deleteriocus

substance which may render 1t injurious to users under the
conditions of use prescribed in its labeling or under
customary or usual conditions of use. However, this does not
apply to coal-tar hair dye if the label of the dye bears the
following legend conspicuously displayed: “"Caution -- This
product contains ingredients which may cause skin irritation
on certain individuals and a preliminary test according to
accompanying directions should first be made. This product
must not be used for dyeing the eyelashes or eyebrows; to do
sO0 may cause blindness"; and the label bears adequate
directions for the preliminary testing. For the purposes of
this subsecticon and subsection 5, "hair dye" does not include
eyelash dyes or eyebrow dyes.

2. It consists in whole or in part of any filthy, putrid,
or decomposed substance.

3. It has been produced, prepared, packed, or held under
insanitary conditions whereby it may have become contaminated
with filth, or whereby it may have been rendered injurious to
health.

4., 1Its container is composed, in whole or in part, of a
pelisonous or deleterious substance which may render the
contents injurious to health.

5. It is not a hair dye and it 1s, or it bears or contains
a color additive which is, unsafe within the meaning of
section 706(a} of the federal Act.

Sec. 15. NEW SECTION. 203B.1S5 COSMETICS -- MISBRANDING.

A cosmetic is misbranded if any of the following apply:

1. Its labeling is false or misleading in any particular.
2. 1If in package form unless it bears a label containing

both of the following:
a. The name and place of business of the manufacturer,

packer, or distributor.
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b. An accurate statement of the quantity of the contents
in terms of weight, measure, or numerical count, which
statement shall be separately and accurately stated in a
uniform location upon the principal display panel of the
label.

3. A word, statement, or other information required by or
under the authority of this chapter to appear on the label or
labeling is not prominently placed there with such
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conspicuousness, as compared with other words, statements,
designs, 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.
4, 1Its container is so made, formed, or filled as tc be

=
N S = I -

misleading.

5. It is a color additive, unless its packaging and
labeling are in conformity with the packaging and labeling
requirements applicable to that color additive prescribed
under section 706 of the federal Act. This subsection does
not apply to packages of color additives which, with respect
to their use of cosmetics, are marketed and intended for use
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only in or on hair dyes, as specified in section 203B.1l4,

22 subsection 1.
23 6. 1Its packaging or labeling is in violation of an
24 applicable regulation adopted pursuant to section 3 or 4 of

the federal Poison Prevention Packaging Act of 1970, 15 0.S.C,
§ 1471 et seq.

The board shall adopt rules exempting from any labeling
requirement of this chapter, cosmetics which are in accordance
with the practice of the trade, to be processed, labeled, or
repacked in substantial quantities at an establishment other
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than the establishment where they are originally processed or
packed, on condition that such cosmetics are not adulterated
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or misbranded upon removal from the processing, labeling, or
repacking establishment. Cosmetic labeling exemptions adopted
under the federal Act apply to cosmetics in this state except

W
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W
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as modified or rejected by rules adopted by the board.
Sec. 16, NEW SECTION. 203B.l16 FALSE ADVERTISING.

1. The advertising of a drug, device, or cosmetic is false

if it is false or misleading in any particular.

2. For the purpose of this chapter, advertising is false
if 1t represents a drug or device to have any effect in the
diagnosis, prevention, or treatment of arthritis, blood
disorders, bone or joint diseases, kidney diseases or
disorders, cancer, diabetes, gall bladder disease or
disorders, heart and vascular disease, high blood pressure,
diseases or disorders of the ear, mental disease or mental
retardation, degenerative neurological diseases, paralysis,
prostate gland disorders, conditions of the scalp affecting
hair loss, baldness, endocrine disorders, sexual impotence,
tumors, venereal diseases, varicose ulcers, breast
enlargement, purifying blood, metabolic disorders, immune
system disorders or conditions affecting the immune system,
extension of life expectancy, stress and tension, brain
stimulation or performance, the body's natural defense
mechanisms, blood flow, and depression. However, advertising
not in violation of subsection 1 is not false under this
subsection if it is disseminated only to members of the
medical, dental, or veterinary professions, or appears only in
the scientific periodicals of these professions, or is
disseminated only for the purpose of public health education
by persons not commercially interested, directly or
indirectly, in the sale of such drugs or devices. However, if
the board determines that an advance in medical science has
made any type of self-medication safe as to any of the
diseases named in this subsection, the board shall by rule
authorize the advertising of drugs having curative or
therapeutic effect for such disease, subject to the conditions
and restrictions the board deems necessary in the interests of
the public health. However, this subsection does not indicate

that self-medication for diseases other than those named in
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this subsection is safe and efficacious.
Sec. 17. NEW SECTION. 203B.17 RULES -- HEARINGS.

1. The board may adopt rules pursuant to chapter 17A for
the efficient enforcement of this chapter. The board may make
the rules adopted under this chapter conform, insofar as
practicable, with those regulations adopted pursuant to the
federal Act.

2. Hearings authorized or required by this chapter shall
be conducted by the board or by an officer, agent, or employee
designated by the hoard.

Sec. 18. NEW SECTION. 203B.18 INSPECTIONS,

l. a. For purposes of enforcement of this chapter, the
board or any of its authorized agents, upon presenting
appropriate credentials to the owner, operator, or agent in

charge, may do both of the following:

(1) Enter at reasonable times any factory, warehouse, or
other establishment in which drugs, devices, or cosmetics are
manufactured, processed, packed, or held, for introduction
into commerce or after such introduction; or enter a vehicie
being used to transport or hold drugs, devices, or cosmetics
in commerce.

(2) Inspect at reasonable times and within reasonable
limits and in a reasonable manner such a factory, warehouse,
establishment, or vehicle and all pertinent equipment,
finished and unfinished materials, containers, and labeling
therein, and obtain samples necessary to the enforcement of
this chapter. 1In the case of a factory, warehouse,
establishment, or consulting laboratory in which prescription
drugs are manufactured, processed, packed, or held, the
inspection shall extend to all things therein, including
records, files, papers, processes, controls, and facilities,
bearing on whether prescription drugs or restricted devices
which are adulterated or misbranded or which may not be
manufactured, introduced into commerce, or sold or offered for
sale by reason of any provision of this chapter, have been or
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are being manufactured, processed, packed, transported, or
held in vieclation of or bearing on a violation of this
chapter. An inspection authorized for prescription drugs by
the preceding sentence shall not extend to financial data,
sales data other than shipment data, pricing data, personnel
data cother than data as to qualifications of technical and
professional personnel performing functions subject toc this
chapter, and research data other than data relating to new
drugs, and antibiotic drugs, and devices, and subject to
reporting and inspection under regulations lawfully issued
pursuant to section 505(1i) or 505(j), or section 507(d} or
507(g), section 519, or section 520(g) of the federal Act, and
data, relating to other drugs, or devices which in the case of
a new drug would be subject to reporting or inspection under
lawful requlations issued pursuant to section 505(j) of the
federal Act. The inspection shall be commenced and completed
with reasonable promptness.

b. Paragraph "a" does not apply to any of the following:

{1) Pharmacies which maintain establishments in conform-
ance with laws of this state regulating the practice of
pharmacy and medicine and which are regularly engaged in
dispensing prescription drugs, or devices, upon prescription
of practitioners licensed to administer the drugs or devices
to patients under the care of the practitioners in the course
of their professional practice, and which do not, either
through a subsidiary or otherwise, manufacture, prepare,
propagate, compound, or process drugs or devices for sale
other than in the regqular course of their business of
dispensing or selling drugs or devices at retail.

(2) Practitioners licensed by law to prescribe or
administer drugs or prescribe or use devices, and who
manufacture, prepare, propagate, compound, or process drugs,
or manufacture or process devices solely for use in the course
of their professional practice,

(3) Persons who manufacture, prepare, propagate, compound,
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or process drugs, or manufacture or process devices solely for
use in research, teaching, or chemical analysis and not for
sale.

{(4) Other classes of persons the board exempts from the
application of this section by rule upon a finding that
inspection as applied to such classes of persons in accordance
with this section is not necessary for the protection of the
public health.

2. Upon completion of an inspection of a factory,
warehouse, consulting laboratory, or other establishment and
prior to leaving the premises, the authorized agent making the
inspection shall give to the owner, operator, or agent in
charge a report in writing setting forth any conditions or
practices observed by the authorized agent which, in the
judgment of the authorized agent, indicate that any drug.
device, or cosmetic in the establishment meets either of the
following:

a. Consists in whole or in part of a f£ilthy, putrid, or
decomposed substance.

b. Has been prepared, packed, or held under insanitary
conditions whereby it may have become contaminated with filth,
or whereby it may have been rendered injurious to health.

A copy of the report shall be sent promptly to the board.

3. If the authorized agent making an inspection of a
factory, warehouse, or other establishment has obtained a
sample in the course of the inspection, upon completion of the
inspection and prior to leaving the premises the authorized
agent shall give to the owner, operator, or agent in charge a
receipt describing the sample obtained.

4. A person required under this chapter or section 519 or
520(g) of the federal Act to maintain records and a person who
is in charge or custody of such records shall, upon request of
an authorized agent designated by the board, permit the
authorized agent at all reasonable times to have access and to

copy and verify such records.
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5. For the purposes of enforcing this chapter, carriers
engaged in commerce, and persons receiving drugs, devices, or
cosmetics in commerce or holding such articles so received,
shall, upon the request of a duly authorized agent of the
board, permit the agent, at reasonable times, to have access
to and to copy all records showing the movement in commerce of
a drug, device, or cosmetic, or the holding thereof during or
after such movement, and the quantity, shipper, and consignee
thereof. It is unlawful for any such carrier or person to
fail to permit such access to and copying of any such record
so requested when the request is accompanied by a statement in
writing specifying the nature or kind of drug, device, or
cosmetic to which the reguest relates.

6. Evidence obtained under this section or evidence which
is directly or indirectly derived from such evidence obtained
under this section, shall not be used in a criminal
prosecution of the person from whom the evidence was obtained;
and carriers are not subject to the other provisions of this
chapter by reason of their receipt, carriage, holding, or
delivery of drugs, devices, or cosmetics in the usual course
of business as carriers.

Sec. 19. NEW SECTION. 203B.19 PUBLICITY.

1. The board may cause to be published from time to time
reports summarizing all judgments, decrees, and court orders
which have been rendered under this chapter, including the
nature of the charges and their disposition.

2. The board may also cause to be disseminated information

regarding drugs, devices, or cosmetics, in situations
involving, in the opinion of the board, imminent danger to
health, or gross deception of the consumer. This section does
not prohibit the board from collecting, reporting, and
illustrating the results of investigations by the board.

Sec. 20. Section 125.2, subsection 3, Code 1989, is
amended to read as follows:

3. "Chemical substance" means alcohol, wine, spirits, and
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beer as defined in chapter 123 and drugs as defined in section
283A+2 203B.2, subsection 3 7, which when used improperly
could result in chemical dependency.

Sec. 21. Section 147.99, Code 1989, is amended to read as
follows:

147.99 DUTIES OF SECRETARY.

The secretary of the board of pharmacy examiners shall,
upon the direction of said-examiners the board, make
inspections of alleged violations of the provisions of this
title relative to the practice of pharmacy and of chapters 283
203B, 204, and 205. Satd The secretary shall be allowed
necessary traveling and hotel expenses in making such

inspections.
Sec. 22. Section 155A.12, subsection 9, Code 1989, is
amended to read as follows:

8. Been convicted of an offense or subjected to a penalty
or fine for violation of chapter 147, 2637-263A 203B, 204, or
the Federal Food, Drug and Cosmetic Act. A plea or verdict of
guilty, or a conviction following a plea of nolo contendere,
is deemed to be a conviction within the meaning of this

section.
Sec. 23. Section 159.6, subsection 8, Code 1989, is
amended to read as follows:

8. Requlation and inspection of foods, drugs, and other
articles, Title X, but chapters 263 203B, 204 and 205 of said
that title shall be enforced as therein provided in those
chapters.

Sec. 24. Section 189.2, subsection 1, Code 1989, is
amended to read as follows:

1. Execute and enforce this title, except chapters 263;
283A 203B, 204, 204A and 205.

Sec. 25. Section 203A.21, subsection 3, Code 1989, is
amended to read as follows:

3. The board may seek relief pursuant to section 283A<4
203B.4 restraining any person from viclating the provisions of
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this section. 1In addition to granting a temporary or
permanent injunction, the court may impose a civil penalty not
to exceed forty thousand dollars per violation of this
section,

Sec. 26. Section 205.11, Code 1989, is amended to read as
follows:

205.11 ENFORCEMENT.

The provisions of this chapter and chapters 263 203B and
204 shall be administered and enforced by the board of
pharmacy examiners. In discharging any duty or exercising any
power under satd those chapters, the board of pharmacy
examiners shall be governed by all the provisions of chapter
189, which govern the department of agriculture and land
stewardship when discharging a similar duty or exercising a
similar power with reference to any of the articles dealt with
in this title, to the extent that chapter 189 is not
inconsistent with this chapter and chapters 203B and 204.

Sec. 27. Section 205.12, Code 1989, is amended to read as

follows:

205,12 CHEMICAL ANALYSIS OF DRUGS.

Any chemical analysis deemed necessary by the bcard of
pharmacy examiners in the enforcement of this chapter and
chapters 263 203B and 204 shall be made by the department of
agriculture and land stewardship when requested by sa:d the
board of pharmacy examiners.

Sec. 28. Section 205.13, Code 1989, is amended to read as

follows:

205.13 APPLICABILITY OF OTHER STATUTES.

Inscofar as applicable the provisions of chapter 1897 shall
apply to the articles dealt with in this chapter and chapters
2863 203B and 204. The powers vested in the department of
agriculture and land stewardship by said chapter 189 shall be
deemed for the purpose of this chapter and chapters 283 203B
and 204 to be vested in the board of pharmacy examiners,

Sec. 29. Section 331.756, subsection 40, Code 1989, is
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amended to read as follows:

40, Prosecute violations of the Iowa drug, device, and
cosmetic Act as requested by the board of pharmacy examiners
as provided in section 283A<3 203B.7.

Sec. 30. REPEALS.

1. Chapter 203, Code 1989, is repealed.

2. Sections 203A.1 through 203A.20, Code 1989, are
repealed,

Sec. 31. CODE EDITOR TRANSFER. The Code editor shall
transfer section 203A.21, Code 1989, to the new chapter 203B
created by this Act.

EXPLANATION

This bill relates to the regulation of labeling,
advertising, adulteration, misbranding, and dispensing of
drugs, devices, and cosmetics by the board of pharmacy
examiners.

The bill repeals chapter 203, adulteration and labeling of
drugs, and all of chapter 203A, the Iowa drug and cosmetic
Act, except the newly enacted section prohibiting the sale of
home testing kits for AIDS. The bill creates a new chapter
203B, the Iowa drug, device, and cosmetic Act.

The definitions in the new chapter are similar to those in
section 203A.2 with a few changes, additions, and deletions.

The list of prohibited acts is based on section 203A.3 with
a few revisions and several additions.

Provisions for injunctions and penalties are based on
sections 203A.4 and 203A.5, Sections relating to embargoes,
prosecutions, and minor violations are based on sections
203A.6, 203A.,7, and 203A.8 respectively.

The section on adulteration of drugs is based on sections
203A.9 and 203.2 with several additions. The section on
misbranding of drugs is based on sections 203A.10, 203A.19(1),
203A.2(10) and (12), and 203.3 with a number of changes and
additions.

With respect to the provision on exemptions and dispensing
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by prescription only, much of the material is new, but current

provisions in sections 203.5 and 203A.20 are relevant,

Provisions relating to new drugs are based in part on
section 203A.11 with several changes. Requirements for
approval at the state level are deleted. The section on new
animal drugs is new.

Sections on adulteration and misbranding of cosmetics are
based on sections 203A.12 and 203A.13 with changes and
additions,

The section on false advertising is similar to section
203A.14; section 203.4 is also relevant.

The section relating to rules and hearings of the board of
pharmacy examiners is based on section 203A.15. The Iowa
Administrative Procedure Act (chapter 17A) applies to
rulemaking and other procedures of the board of pharmacy
examiners.

Inspection provisions are revised and expanded from those
in section 203A.16.

The section on publicity is based on section 203A.17 with
revisions.

Several amendatory sections are included to make necessary
conforming amendments.

Among the provisions appearing in the current law but not
included in new chapter 203B are requirements for licensing
itinerant vendors of drugs (sections 203.6 and 203.7), a
specific exception for commercial feeds (section 203.8), a
requirement to keep a copy of the United States Pharmacopoeia
and National Formulary (section 203.9), a statement of
legislative intent (part of section 203A.1), requirements for
state level approval of certain new drugs (part of section
203A.11), a reference to analyses by the state chemist when
requested by the board of pharmacy {section 203A.18), and a
requirement for manufacturers, packers, and distributors to
file certain information with the board of pharmacy with
respect to prescription drugs (part of section 203A.19).
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BACKGROUND STATEMENT
SUBMITTED BY THE AGENCY

Current chapters 203, adulteration and labeling of drugs,
and 203A, Iowa drug and cosmetic Act, need to be updated and
changed for the following reasons:

1. The language in chapter 203 should be incorporated into
that of chapter 203A because that language is sometimes
duplicative and sometimes conflicting,

2. The licensing of itinerant vendors of drugs called for
in section 203.6 is outmoded and unnecessary. Drugs and
medicines are no longer distributed by "persons who go from
place-to-place or house-to-house.”

3. The requirement in section 203.9 for a "Pharmacopoeia"
and "National Formulary" primarily relates to pharmacies and
is in possible conflict with the requirements enacted in 1987
and found in lowa Code chapter 155A. Additionally, the need
for these particular compendia has changed since the time the
requirement was first adopted.

4. In addition to incorporating some of the provisions
from chapter 203 into chapter 203A, there is a need to make
the language now found in chapter 203A "uniform” with the
federal laws regulating drugs, devices, and cosmetics. The
essentials of this bill have as their genesis a model uniform
act whose adoption is supported and encouraged by officials of
the federal food and drug administration.

S. A major purpose for this bill is to enact a law which,
in its essential provisions, is uniform with federal drug,
device, and cosmetic laws, and through the adoption of rules
conforming to those adopted under the federal act, will
maintain uniformity with the federal act and ensure
coordination of enforcement with the federal act.

6. Section 16 expands the current list of conditions for
which drugs may not be advertised to the public. The expanded
conditions include conditions of the scalp affecting hair
loss. This is included to prevent fraudulent representations
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from being made relative to drugs to restore hair.
7. The current language in section 203A.19 is
unenforceable because of the language in section 203A.20. All

firms who market prescription drugs in Iowa are subject to the

federal act. It is also unnecessary because federal
requirements already relate to the items required by section

203A.19.

8. The distribution of drugs, devices, and cosmetics

within the state is constantly changing.

There is a need to

deal with the misbranding and adulteration of those drugs,

devices, and cosmetics in a more effective, efficient manner.

Having a statute which is essentially uniform with federal law
This statute will also enable the

will assist in that effort.

state to protect its citizens against the health fraud and

quackery claims being made for drugs, devices, and cosmetics

where those claims cannot be substantiated by scientific

evidence.
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HOUSE FILE 343

AN ACT
RELATING TO THE LABELING, ADVERTISING, ADULTERATION, HIS-
BRANDING, AND DISPENSING OF DRUGS, OEVICES, AND COSMETICS,
PROVIDING PENALTIES, AND PROVIDING PROPERLY RELATED MATTERS.

BE IT ENACTED BY THE GENERAL ASSEMBLY OP THE STATE OF IOWA:

Section 1. MNEW SECTION. 2038.1 TITLE.

This chapter may be cited ae the “Iowa Drug, Cevice, and
Coametic Act”.

8ec. 2. 2038.2 DEFINITIONS --
APPLICAMILITY,

As used in this chapter, unless the context otherwise
requires:

1. “"Advertising" means any representation disseminated in
any manner or by any means, other than by labeling, for the

House File 343, p. 2

purpose of inducing, of which is likely to induce, directly or
indirectly, the purchase of drugs, devices, or cosmaetics.

2. "Board" means the board of pharmacy examiners.

3., *Contaminated «lth Eilth® means not securely protected
Erown dust, dirt, and as far as is necedsary by all reasonable
means, from all foreign or injurious contaminaticns.

4. "Cosmetic”" means any of the follouing, but does not
include soap:

a. An article intended to ba rubbed, poured, sprinkled, or
sprayed on, introduced into, or otherwise applled tc the human
bedy or any part of a human bedy for cleaning, beautitying,
promoting attractiveness, or altering the appearance.

b. An article intended for use as a conponent of an
article defined in paragraph "a“,

5. "Counterfeit drug” means a drug which, or the containec
or labeling of which, without authorization, bears the
trademark, trade name, oc other identifying mark, imprint, or
device, or any such likeness, of a drug manufactucer,
processor, packer, or distributor other than the person or
persons who in fact manufactuced, procesaed, packed, or
distributed the drug and which falsely purports or is
represented to be the product of, or to have been packed orc
distributed by, such other drug manufacturer, processoc,
packer, or digtributorc.

6. "Device" means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other
similar or related article, including any component, part, or
acceasory of any of these, which is any of the following:

a. Recognized as a device in the official United States
Pharmacopoeia Haticnal Formulary ot any supplement to it.

b. Intended for use in the diagnosis of diseases or othet
conditions, or in the cure, mitigation, treatment, o
prevention of diseases or othecr conditions in a human.

c. Intended to affect the structure or any funcrion ot the
body of a human, and which does not achieve any of its
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principal intended purposes thecough chemical action within orf
on the body of a human and which is not dependént upon being
metabolized tor the achievement of any of its principal
intended purposes.

7. "Drug" means any of the following, but does not include
a device:

a. An articlie recognized as a drug in the official United
States Pharmacopoeia National FPormulary, cfficial Homeopathic
Pharmacopoeia of the United Statesa, or any supplement to
either document.

b. An article intended for use in the diagnosis, cure,
mitigation, treatment, ot prevention of diseases in a human.

¢. An article, other than food, intended to atfueck the
atructure ot any function of the body of a human,

d. An article intended for use as & component of any
acticles specified in paragraphs "a“, "b", or "c".

8. “"Federal Act” means the fedecal Foed, Drug, and
Cosmetic Act, which 15 codified in 21 U.8.C. § 30) et seq.

9. “Iomediale container™ does not lnclude a package liner.

10. "Label™ means a digplay of written, printed, or
graphic matter upon the immediate container of an article; and
a cequirement made by or under authority of this chapter that
any word, statement, or other information appear on the label
18 not complied with unless the word, statement, or other
information also appears on the ocutslde container or wrapper
of the retail package of the article, or is easily legible
through the outside container or wrappet.

1l. ~Labeling” means all labels and cther written,
printed. or graphic mattec upon an article or any of its
containers or wrappers, of accompanying an article.

12, “Hew drug® means either of the Eollowing:

a. Any drug. the composition of which is such that the
diug is not generally recognized among experts qualified by
scientific training and experience to evaluate the safety and
effectiveness of drugs, as sate and etfective for use undeg
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the conditions prescribed, recommended, or suggested an its
labeling, except that a drug not 8o recognized is noL a new
drug if at any time prior te the enactment of this chapter it
was subject to the federal Act, and if at that time (ts
labeling contained the same representations concerning the
conditions of 1ts use.

b. Any drug, the composition of which 18 such that the
drug, as a result of investigations to determine its safety
and eftectiveness for use under the conditions prescrabed.
recommended, or suggested in lts labeling, has become
recognized as safe and effective, but which has not, other
than in such investigations, been used tc a material extent or
for a material time under the conditions prescrited,
recomnended, or suggested in its labeling.

13. "Official compendium™ means the official United States
Pharmacopoera National Formulary, cfficial Homeopathic
Pharmacopoeia of the United States, or any supplement to
elther document.

14. “"Person" means an individual, partnership,
corporation, or assoclatlon,

1$. "Principal display panel” means that part of a label
that is most likely to be dlsplayed, presented, shown, ot
examined under normal and customary conditions of display for
retail sale.

16, "Sate” as used in this chapter has reference to the
health of a human.

17, “"Secretary" means the seccetaty of the United States
department of health and human services.

The provigsions ot this chaprer regarding the selling of
drugs, devices, or cosmetics are applicable to the
manufacture, production, processing, packaging, exposure,
offer, possesaijon, and holding of any such article tor sale:
and the sale, dispensing, and giving of any such article, and
the supplying or applylng of any such article, in the conduck
ot any drug, device, or cosmetic establishment,

Sec. 3. HNEW SECTION. 2038.3 PROHIBITED ACTS.
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The following acts and the causing of the acts within this
state are unlawful:

1. The inttoduction or dellvery for intvoduction imnto
comuerce of any drug, device, or cosmetic that is adultecated
or misbranded.

2. The adulteration or misbranding of any drug, device, or
cosmetic in commerce.

3. The teceipt in commerce of a drug, device, or cosmetac
that is adulterated ot misbranded, and the delivery or
protfersd delivary thereof for pay or otherwise.

4. Thre introduction or delivery for intcoduction into
commarce of a drug, device, or cosmetic in violation of
section 203B.12 oc 203B.13.

S, The dissemination of any €alse advertising.

6. The refusal to permit entry or inspection, Or to petmit
the taking of a sample or to permit access to or copying of
any record as authorized by section 2038.18; or the failure to
establish or maintain any record or make any report requized
under section 512(j), S12(l), or 512Im) ot the lederal Act, or
the refusal to permit access to or verification or copying of
any such required record,

7. ‘The manufacture within this atate of a drug, device, or
cosmetic that is adulterated or misbranded.

8. The yiving of a guaranty or undertaking referred to in
section 203B.5, subsection 2, if the guaranty or undertaking
is falae, except by a person who relied upon a guacanty or
undertaking to the same effect, signed by, and containing the
name and address cf, the person veshding in this svave fronm
whom the pecson received the drug, device, or cosmetlic in good
faith,

9. The removal or disposal of a detained or embacrgoed
drug, device, or cosmetic in violaticn of section 2038.6,
subsection 1.

10. The alteration, mutilation, destruction, obliteration,
ot removal of the whole or any part of the labeling of, or the
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doing ot any other act wlth respect to a drug, device, or
cosmetic, it the act is done while the article is held for
gale, whether of not it would be the first sale, after
shipment in comnecrce; and if the actlon results in the article
being adulterated or misbranded.

11. Forging, counterfeiting, slmulating, of falsely
representing, or “ithout proper authority using a mark, stamp,
tag. label, or other identification device authorized ot
tequiced by cules or regulationy adopted under this chuapter ot
the federal Act.

12. Haking, selling, disposing of, or keeping in
possession, control, or custody, or concealing a punch, die,
plate, atone, or other thing designed to print, imprint, or
ceproduce the trademack, trade name, or other identitying
mark, impsint, of device of anothec trademark, trade name,
mark, impeint, or device of 4 likeness of any trademark, trade
name, mark, imprint, or device upon a drug or drug containet
or the labeling thereof so as to render the drug a counterfert
drug.

13. The doing of an act which cavses a drug to be a
counterfeit drug, or the sale or dispensing, or the holding
for sale or dispensing, of a counterfeit drug.

14. The use by a person to thy person’s own advantage, of
the revealing, othec thap to the board or to the pecrson's
suthotized tepresentative or to the courts when televant in a
judicial proceeding under this chapter, of any information
acquired under authority of this chapter concerning any method
or process which as a trade secret la entitled to protection.

15. The use, on the labeling of a drug or device or in
advertising relating to a drug or device, of a representation
or suggestion that approval of an application with réspect to
the drug ocr device is in effect under section 2018.12 or
section $05, S1%, or 520(g) of the tederal Ackt, or that the
drug or device complies with the provisions of any of those
sections.

gve 4dH




House File 333, p. 7

16. The use, in labeling, advertising, or other sales
promotion of a reference to a report of analysis turnished in
compliance with section 2038.18 or section 704 of the faderal
Act.

17. 1€ a prescraption drug is distributed or offered for
sale in this state, the failure of the manufactucrer, packer,
or distributor of the prescription drug to maintawn for
transmittal, or to transmit, to any practitioner licensed by
applicable law to administer the drug who makes writien
raquest for information as to the drug, true and cotrect
copies of all printed matter which is required to be included
1n any package in which that drug is distributed or sold, or
suych other printed matter as is approved under the federal
Act. This subsection does not exempt any person from a
labeling regquicrement imposed by or under this chapter.

I8. a. Placing or causing to be placed upon any drug ox
davice or container therecf, with intent to defraud, the
trademark, trade name, or other identilying mark or imprint ot
another trademark, trade name, mark, or imprint or any
likeness of such a trademark, trade name, mark, or imprint.

b. Selling, dispenaing, disposing of; cavaing to be sold,
dispensed, or disposed ofs or concealing ot keeping in
pessesyion, control, or custody, with intent to sell,
dispense, or dispose of, & drug, device, or containec therect,
with knowledge that the trademark, trade nate, or other
ldentifying mark or imprint of another trademark, trade name,
ark, Or Impcint or any likaness of any trademark, trade name,
mark, or kmprint has been placed theceon in a manner
prohiblred by paragraph "a”.

€. Making, selling, disposing of; causing to be made,
sold., or disposed of; keeping In possession, conttal. oc
custedy; or concealing with intent to defraud any punch, die,
plate, stone, or other thing desligned to print, imprint, or
reproduce the trademark, trade name, or other identifying
mark, impcint, ot device of anothec trademark, trade name,
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mark, or imprint ocr any likeness of any tcrademark, trade name,
mark, or impriat upon a drug ot container of labeling thereot
SO a% to render the drug a countetrfeit drug.

19. The failure to register in accordance with section 310
of the federal Act, the failure to provide anmy informactaon
required by section 510(j) or $10(%) of the federal Act, ot
the failure to provide a notice required by section 5100)}(2)
of the federal Act.

20. a. The tailure ot tefuwsal tos

{1} Comgly with a requlirement prescribed uwnder section 5148
or 52019} of whe federal Act.

(2) Purnish any notiflcation or other material or
information tequired by or under section 519 or 520(g9) of the
federal Act.

b. With cespect to any device, the submission of any
report required by or undecr this chapter that is false or
misleading in any material respect.

21. ‘Fhe movement of a device in violation of an order
under section J0J(g) of the Eederal Act or the removal or
alteration of any mack or label requlired by the ordecr to
identity the device as detained.

22. Thae ftailure to provide the notice reguired by section
412(b) or 412(c) of the federal Act, the failure to make the
reports required by section 412(d){1)(B} of the federal Act,
or the fairlure to meet the requirements preascribed wnder
section 412(d}{2) of the federal Act.

Sec. 4. HEW SECTION. 2038.4 [INJUNCTION PRUCEEDINGS.

The hoatd may apply to the disttict couwrt for, and the
court hbas jurisdiction upon hearing and €or cause shown to
grant, a temporacy or permanent injunction restraining any
person fcom viclating any provision of section 203B.) whether
ot not there existy an adequate remedy at law.

Sec. 5. MEW SECTION. 201B.S PENALTIES AND GUARANTY.

L. A person who violates a provision of this chapter 1s
quilty of a serious misdemeanor; but if the viclation 1s
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committed after a convictlon of the person undér this section
has become final, the pecson 18 guilty of an aggravated
misdemeanoc.

2. A person is not subject to the penalties of subsection
1 i€ the person establishes a guaranty oc undertaking signed
by, and containing the name and address of another person
residing in this state from shom the person ceceived the
article in good faith, to the effect that the article 1s not
aduleerated or misbranded,

3. A publisher, (adio-broadcast licensee, or agency ot
medium which disseminates false advertlsing, except the
manufacturer, packer, distributor, or seller of the acrticle to
which false advertising relates. is not liable under this
section €for the dissemination of the false advertising, unless
the person knew or believed that the advertising was
deceptive, false, or misleading or the person has refused upon
the request of the board to furnlah the board the name and
address, if known, of the wmanufactuter, packer, distributor,
aeller, or advertising agency «hich cauged the person to
dlsseminate the advertisecent,

Sec. 6. HEW SECTION. 203B.6 EMBARGO.

1. If & duly authorized agent of the board finds, cor has
probable cause to belleve, that a drug, device, ocr cosmetic is
adulterated or so misbranded as to be dangerous or €raudulent,
within the meaning of this chapter, or is in violation of
section 2036.12 oc 2038.13, the agent shall affix to the
article a tag or other appropriate marking, 9iving notice that
the article is, or is suspected of being, ddulterated ot
misbranded and has been detained or embargoed, and watning ail
persons not to cemove oc dispose of the article by sale or
otherwise until permission fot removal or disposal 1s given by
an authocized agent or the court. It is umnlawtul for a person
to remove or dispose of the detained or embacgoed article by
sale or otherwise without such permission,
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2. wWnhen an acticle is adulterated ot misbranded or is in
violation of section 2038.12 or 203B.13 and has been detained
or embargoed, a petition may be Filed with the district court
in whose jurisdiction the article is located, detained, or
embargoed ftor an order for condemnation of the article. [f a
duly authorized agent has found that an article which is
embargoed or detained is not adulterated or misbranded, the
agent shall remove the tag or other markling.

3. 1t the court finds that a sampled, detained, or
embargoed article is adulterated or misbranded, the article
shall be destroyed at the expense of the claimant of the
article, under the supervision of the agent, and all court
costs and fees, and storage and other proper expenses, shall
be taxed against the claimant of the article or the claimant's
agent; but if the adulteration or misbranding can be cocrected
by proper labeling or processing of the article, the court,
after entry of the decree and after costs, fees, storage, and
othe:r expenses have been paid and a good and sufficient bond,
conditiconed that the article shall be so labeled ot processed,
has been executed, nay by order dlcect that the article be
delivered to the claimant for such labeling or processing
under the supervision of a duly authorized agent of the board.
The expense of supecvision shall be paid by the claimant. The
article shall be returned to the claimant and the bond shall
be discharged on the representation to the court by the board
that the article is no longer in violation of this chapter,
and that the expenses of supervision have besn paid.

Sec. 7. NEW SECTION. 20]B.7 PROSECUTIONS.

The attorney yeneral, or a county attorney, ©f a city
attorney to whom the board repocts a violation of this
chapter, shall cduse appropriate court proceedings to be
instituted without delay and to be prosecuted in the manner
requicted by law. Before a violation of thia chapter is
ceported to any such attorney for the inatitution of a
criminal proceeding, the perscon against whom the proceeding 1s

eve dH
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contepplated shall be given appropriate mpotice and an
opportunity to present the person’s views befoce the board or
its agent, @ither ocrally ot in writing, in peraon or by
attorney, with regard to the contemplated proceeding.
However, the drug, device, ot cosmetic 3hall be embargoed by
the duly authorized agent,

Sec. 8§, NEW SECTION. 2018.8 MINOR VIOLATIONS.

Th:s chaptec does not require the board to report minos
violations tor prosecution, or for the institution ot
proceedings under this chapter, if the board believes that the
public knterest will be adequately served in the circumatances
by a suitable written notice or warning.

Sec. 9. WNEW SECTION., 203B.9 ORUGS AND DEVICES ~-
ADULTERATION.

A drug or device i3 adulterated under any of the following
clreumstances;

. a., If it consists Lo whole or in part of any filthy,
putrid, or decomposed subatance.

b. 1f it has been produced, prepared, packed, ot held
under Insanitary conditions whereby it may have been
contaminated with filth, or whereby it may have been rendered
injuriocus to health.

¢. 1€ it 15 a drug and the methods used in, or thg
facilities or controle used for its manufacture, processing.
packing, or heolding do not conform to or are not cperated or
adminiatered in conformity with curvent good wanufacturing
practice to assure that the drug wmests the requirements of
this chapter as to aaferty and has the identity and stcength,
and meets the quality and purlty chatacteclstics, which it
purports or 1s represented Lo posaess.

d. If its contalner is composed, In whole or part, of any
poisonous or deleterious subatance which may render the
centents injurious to health.

2. If it purports to be or is represented as a dtug, the
name of which 18 recognized in an official compendium, and 1ts
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strength differs From, or its quality or purity falls below,
the standatds set forth in the officlal compendiua. A
determination as to strength, quallty, or purity shall be made
in accordance with the tests ot methods of assay set forth in
the official compendium, or {n the abeence of or inadequacy of
such tests or mechods of aasay, those prescribed under
authority of the federal Act. A drug defined in an official
compendium 18 not adulterated upnder this subsection because it
differs from the standard of strength, quality, or purity set
€torth in the ofticlal compendium, if its dlfference in
atrength, quality, or purity from such standards is plainly
stated on its label. It a drug is recognized in both the
United States Pharmacopoeia National Formulary and the
Homeopathic Pharmaccpoeia of the United States it 1s subject
to the United States Pharmacopoeia WRational Formulary unless
it i3 labeled and offered for sale as a hcomeopathic drug, in
which case it is subject to the Homecpathic Pharmacopoeia of
the United States and not to the United States Phacrmacopoeia
National bormulary.

3. If it 15 not subject to subsection 2 and its strength
differs trom, or 1ta purlty or quallty falls below, that which
it purports or 1s represented to posseas,

4. If it 1s a drug and any substance has been mixed or
packed with it $o as to reduce 1t3 quality or strength, or any
substance has been substituted for it wholly or in part.

S, It it is, ot purports to be or I8 represented as, a
device which is subject to a performance standacrd established
under section Si4d of the €uderal Act, unless the device s 1a
all respects in conformity with such standatd.

6. If it is a device banned by the board or by the United
States food and drug administration.

7. 1t vt is a device and the methods used in, or¢ the
facilities or controls used for its manufacture, packing,
storage, of installation ace not in conformity with applicabie
requirements under section S20(€)(1) of the fedecal Act or an
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applicable condition as prescribed by am order under secrion
S20(E)1(2) of the federal Act.

8. 1€ 1t is a device for which an exemption has been
granted undec section 520(g) of the federal Act for
investigational use and the peryon who was granted the
exempticon or any investigator who uses the device undec the
exemption fails to comply with a requirement prescribed by or
under that section.

Sec. 10. HEW SECTION. 203B.10 DRUGS AND DEVICES --
MISBRANDING -- LABELING.

A drug or device is misbranded unde:r any of the following
circumstances:

1. If its labeling is false or misleading in any
pacticular.

2. 1f in a package form unless it bears a label containing
both of the followingt

4. The name and place of busineas of the manufactucer,
packer, or distributor.

b. An accurate statement of the quantity of the contents
in tecms of weight, measuce, ot numerical count.

However, under paragraph "a" reasonable variations shall be
permitted, and exemptions as to small packages shall be
allowed, in accordance with rules adopted by the board.

3. If any word, statement, or other information reguiced
by or under the authority of this chapter tc appear on the
label or labeling ia not prominently placed theteon with auch
conspicucusness, as compared with other words, statements,
designs, or devices, in the labeling, and in such terms as to
render it likely to be read and underatood by the ordinary
individual under customary conditions of purchase and use.

4. If it is for use by humans and contdlng any quantity of
the narcotic or hypnotic substance alpha-eucaine, barbituric
acid, beta-eucaine, bromal, camnnabis, carbromal, chioral,
coca, cocaine, codeine, hercin, marijuana, worphine, opium,
pacraldehyde, peyote, or sulphonmethane; or any chemical

House Pile 343, p. 14

derivative of such a substance, which derivative, after
investigation, has been designated as habit €forming, by rules
adopted by the board uwndet this chapter or by regulations
adopted by the secretary putsuant to section 502(d) of the
federal Act; unless its labe) bears the nams and guantity or
propertion of such substance ot derivative and in
juxtaposition therewith the statement "Wacning -- May Be Habit
Forming.*

5. a. TIf it is a drug, unless both of the following
apply:

[1) Its label bears, to the excluaion of any other
nonproprietary name except the applicable systematic chemical
name or the chemical formula:

{a} The established name of the drug, as specified in
paragraph "c¢", if such exists; and

(b} If the drug is fabricated Crom two or more
ingredients, the established name and quantity of each active
ingredient, including the quantity, kind, and proportion of
any alcohol, and also including, whether active or not, the
established name and quantlity or propoction of any bromides,
ether, chloroform, acetanilide, acetophenetidin, amidopyrine,
antipyrine, atiopine, hycscine, hyoscyamine, arsenic,
digitalis, digitalis glucosidea, metcury, ouabain,
strophanthin, strychnine, thyroid, or any derivative or
preparation of any such substances, contained therein.
However, the requictement for stating the gquantity of the
active ingredients, other than the quantity of those
specifically named in this subparagraph subdivision, applies
only to presceiption drugs.

{2) For a prescription drug, the eatablished name of the
prescription druq or of an ingredient is printed, on the label
and on any labeling on which a name Eoc the prescription doug
or an i1ngsedient is used, prominently and in type at least
half as latge as that used thereon foc¢ any proprietary name oOr
degsignation for the prescription drug ocr ingredient. However,

eve dH
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to the extent that compliance with subparagraph (1},
subparagraph subdivision (b) of this subparagraph 15
impracticable, exemptions shall be allowed under rules or
Tegulations adopted by the board or the secretary under the
federal Act.

b. If it is 4 device and it has an established name,
unless its label bears, to the exclusion of any other
nonproprietacy name, its established name, as defined in
paragraph “d", prominently printed in type at least half as
large as that used thereon for any proprietary name or
designation for the device, except that to the extent
compliance with this pacagraph la lampracticable, exemptions
shall be allowed wnder rules o7 regulations adopted by the
board ot the secretary under the federal Act.

C. As used in paragraph "a*, the tetm "egstablished name",
with respect to a drug or ingredient therecf, ceans one of the
following:

(1) The applicable cfficial name designated pucsuant to
section 508 of the federal Act.

{2) If no such otficial name exlsts and the drug or
ingredient 15 an article recognized in an cfficial compendiunm,
then its official title in the compendjum,

(3) 1f neither subparagraph (1) nog¢ (2) applies. then the
common or wsual name, il any, of the dtug or ingredient.
However, if subparagraph |2) applles to an article recognized
in the United States Pharmacopoeis National Pormulary and in
the Homeopathic Pharmaccoposia of cthe United States undec
different official titles, the officlial title used in the
United States Pharmacopoeia National Formulaty applies unless
it i3 labeled and otfered for sale as a homecpathic drug, ln
which case the official title vsed in the Homeopathic
Pharmacopoeila of the United $tates applles.

d. A8 used in paragraph "b", the term "established name”
with respect to 4 device means one of the following:

House File )43, p. 16

{l) The applicable ofticial name of the device pursuvant to
section 508 of the federal Act.

12) If no such official name exists and the device 15 an
article recognized in an official compendium, then its
official title in the compendium,

{3) If neither subparagraph (1] nor (2) applies, then any
comomon Of usual name of the device.

6. Uniess its labeling bears both of the following:

4. Adequate directions for use.

b. Adequate warnings agalnat use in those pathological
conditions, or by children, where its uae may be dangeccus to
health, or against unsafe dosage or methods or durations of
administcation or application, in the manner and form
necessary for the protection of users.

However, 1f a requirement of pacagraph "a“, as applied to a
drug or device, is not necessaty for the protection of the
public health, the board or the seccretary shall adopt rules or
regulations exempting the drug or device from that
requirement .

7. It it purports to be a drug the name of which is
recognized 1n an otficial compendium, unless it is packaged
and labeled as prescribed in the official compendium,

However, the method of packing may be modified with the
congent Of the board or the secretary. 1f a drug is
recognized in both the United States Pharmacopoeia National
Formulary and the Homecpathic Pharmacopoeia of the United
States, it is subject to the requirewments of the United States
Pharmacopueia National Pormulary with (espect to packaging and
labeling unless it is labeled and offered for sale as a
homeopathic drug, in which case it is subject ro the
Homecpathic Pharmacopoera of the United States, and not to the
United States Pharmacopoeia National Formulary. However, Lt
an inconsistency exists between this aubsection and subsection
5 as tu the name by which the drug or its Ingredients shall be
designated, subsection % prevails.
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8. If it has bLeen found by the board of the secretacy to
be a drug liable to deretioration, unless it :s packaged in
the focm and mannec, and 1ts label bears a statemenl of the
pracautions that the board or the secretary by rule or
tequlation requires as necessaty for the protection of public
health. Such a rule or regulation shall not he established
for a drug recognized in an official compendium until the
board orf the secretary haa informed the appropriate body
charged with the reviaion of the offlclal compendium of the
need for such packaging or labellng requirements and that body
has failed within a reasonable time to prescribe such
regquirements .

9. a. If i1t is a drug and its container ls so made,
tormed, or filled as to be misleading.

b. IEf it is an imitation of ancother drug.

c. I[f it 15 offered for sale under the name of another
drug.

10. I€ it is dangerous to health when used in the dosage
or manner, oc with the frequency or duration prescribed,
recommended, or suggested in its labeling.

11, If it is, or purports to be, or is represented as a
drug composed wholly or partly of insulin, uniess both of the
following apply:

a. It is from a batch with respect to which 4 cectificate
or release has been issued pursuant to section 506 of the
tederal Act.

b. The certificate or release is in effect with respect to
the drug.

12. 1f it is, or purports to be, or i3 cepresented as a
drug, composed wholly or partly of any kind of penicillan,
streptomycin, chlortetracycline, chlocramphenicol, bacitracin,
or any other antibiotic drug, or any decivative thereof,
unless both of the following apply:

a. It is from a batch with respect to which a certificate
or release has been Lsgued pursuant to section 507 of the
tederal Act,
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b. The certificate or release Ls in effect with respect to
the drug.

However, this subsection doces not apply to any drug oc
class of drugs exempted by cequlations adopted under section
507{(c) or S07(d) of the fedaral Act.

3. 1€ i1t is a color additive, the intended use of which
is for the purpose of coloring only, unlaesa kts packaging and
labaling are in conformity with the packaglng and labeling
cequirements applicable to that color additive, as contained
in regulations adopted under section 706 of the federal Act.

14. If it is a prescription drug distributed or offered
for sale !n this state, unless the manufacturer, packer, orv
distributor includes in all advertising and other descriptive
printed matter issued or cawsed to be issued by the
manutacturer, packer, ot distributor with respect to the
presciiption drug a true statement of all of the following:

4. The established name as defimed ln subsection 5,
printed prominently and in type at least half as large as that
used for any trade ot brand name thereofl.

b. The fotwula showing quantltatively each ingredient of
the prescription drug to the extent required for labels umder
subsection 5.

c. Other information in brief sumtary relating to side
eftects, contraindications, and effectiveness as reguired 1n
regulations adopted pursuant to section 70lle) of the federal
Act .

15. If it was manufactured, preparaed, propagated,
compounded, or processed in an establishment in this state not
duly registered under section 510 of the federal Acc, it it
was not included on a list required by section 51013} of the
fedecral Act, if a notice or other i{ntormation respecting it
was not provided as reguired by that section or section 510(k}
of the federal Act, ocr if it does not bear the symbols Erom

the uniform system for identification of devices prescribed
under section S104e) of the federal Act that are required by
reqgulation.
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16. 1f 1t is a drug and its packaging or labeling is in
violation of an applicable regulation adopted pursuant to
section 3 or 4 of the federal Polson Prevention Packaging Act
of 1970, 1% U.S.C. § 1471 et seq.

17. 1f a trademark, Lrade name, or other identifying mark,
imprint, or device of another tradematk, trade name, mark, o¢
imprint or any likeness of the foregoing has been placed
thereon O¢ upon its container with intent to defraud,

18. In the case of a restricted device distributed or
offered for sale in this state, if either of the following
applies;

4. Its advertising is false or misleading in any
patticulac.

b. It is sold, distcibuted, or used in viclation of
regulations adopted pursuant to section 520(e) of the federal
Act,

19. 1In the case of a testricted device distcibuted o«
coftered foc sale in thia state, unless the manuyfacturer,
packer, or distributor includes in all advertising and other
descriptlve printed mattet issued by the manufacturer, packet,
or distributor with respect to the device both of the
following:

a4, A true statement of the device's established name as
defined in subvection S, printed prominentily and in type at
lmast half as large as that used for any trade or brand name
thareot.

b. A brief statement of the intended uses of the device
and relevant warnings, precautions, side effects, and
contraindications; and in the case of a speciflc device made
subjecc to regulations adopted pursuant to the federal Act, a
full description of the components of the device or the
formula showing quantitatively each ingredient of the device
to the extent required in reguiations under the fedecral Ace.

20, If it is a device subject to a performance standard
estdblished wunder section 514 of the federal Act, unless it
bears labeling as prescribed in that perfocmance standard.
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21, It it is a device and there was a failure or refusal
Lo comply with any requirement prescribed under section 518 of
the tederal Act respecting the device, or to furnish material
requiced by or under section 519 of the federal act respecting
the device.

1€ an article is alleged to be misbranded because the
labeling or advertising is misleading, then in determining
whether the labeling or advertising is mialeading, there shall
be taken into account, among other thingas, not only
tepresentdtions made or suqggested by statement, word, design,
device, or any combjnatjon thereof, but alsc the extent to
which the labeling or advectising falls to revesl facts
material in the light of such representations, or material
Wwith respect to consequences which may result from the use of
the article to which the labeling or advertising celates,
under the conditions of use prescribed in the labeling or
advertlsing or under customary or uwsual conditions ot use.

The tepresentation of a drug, in its labeling, as an
antiseptic shall be considered to be a representation that it
is a germicide, except in the case of a drug purporting to be,
or represented as, an antiseptic for inhlbitory use as a wet
dressing, ointment, duating powdet, or such other use as
involves prolonged contact with the body.

Sec. 11. NEW SECTION. 203B.11 EXEMPTIONS 1N CASES OF
DRUGS AND DEVICES -- DISPENSING BY PRESCRIPTION COMLY.

1. The board shall adopt rules exempting From any labeling
or packaging reguirement of this chapter drugs and devices
which acte, 1n accordance with the practice of the trade, to be
processed, labeled, or repacked in subatantial quantities at
establishments other than those where origlnally processed or
packaged, on condition that such deugs and devices are not
adulterated or misbranded upon removal from the processing,
labeling, or cepacking establishment.

2. Drug and device labeling or packaging exemptions
adopted putsuant to the federal Act shall apply to drugs and
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devices in this state except insofar as modified or rejected
by rules adopted by the board.

3. a. This lettered paragraph applies to a drug intended
for use by humans which is any of the following:

(1) I3 a habit-forming drug to which section 2018.10, sub-
section & applies.

(2) Because of its toxicity of other potentiality fot
hacmful effect, or the method of its use, or the collateral
Measures necessdry to its use, is not safe for use except
under the supervision of a practitioner licensed by law to
administer the drug.

(3} 18 limived by an approved application under section
$0% of the federal Act to use under the professional
supecvision of a practitioner licensed by law to administer
the drug.

Such a drug shall be dispensed only upon a written
prescriptlon of a practitioner licensed by law to administer
the drug, or upoen an oral preacription of such a practitioner
which ls reduced promptly to writing and filed by the
pharmacist, or by ¢efilling any such written oc oral
prescription it the refilling is authorized by the prescribec
either in the original prescription or by oral order which is
reduced promptly to writlng and filed by the pharmacist. The
act of digpensing a drug contrary to this paragraph while the
drug is held for sale results in the drug being misbranded.

b. A drug dispensed by filling or refilling a written or
oral prescription of a practitioner licensed by law to
administer the drug is exeapt from section 203B.10, except
subsection 1, subsection 9, paragraphs "b" and "¢", and
gubsections 1t and 12, and the packaging requirements of
subsections 7, B8, and 16, if the drug bears a labe! containing
the name and address of the digpensar, the date of the
presceiption or of its €illing, the name of the presceiber,
and, if stated i1n the predcciption, the name of the patient,
and the directions tor use and cautionary statements, Lf any,
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contalned in the prescription. This exemption does not apply
to a dtug dispensed in the course of the conduct of the
business of dispensing drugs pursuant to diagnosis by mail, ors
to a drug dispensed in viclation of paragraph "a" of this
subsecrion.

c. The hoard may, by rule, remove a drug subject to
section 203B.10, subsectlon 4, and section 505 of the federal
Act €rom the vequirements of paragraph "a" of this subsection
when such requirenents are not necessary for the protection ot
the public health.

d. A drug which is subject to paragraph "a" of Lhis
subsection is misbranded if, at any time prior to dispensing,
ivs label fails to bear the statement: "Caution: Fedecal Law
Prohibita Dispensing Without Prescription”, or "Caution:
State Law Prohibits Dispensing Without Prescription”™. A drug
to which paragraph “a® of this subsectlon does not apply is
misbranded if, at any time prior to dispensing, its label
bears the caution statement quoted in the preceding sentence.

¢. Prescription dtug samples dispensed by a practitioner
Licensed by law to administer such dcugs are exempt from
section 2038.10.

Sec. 12. MEW SECTIOW. 2038.12 NEW DRUGS.

1. A& person shall not sell, deliver, offer for sale, hold
tor sale, or give away a new drug unless both of the €ollowing
apply:

a. An application with respect to the new drug has been
approved and the approval has not been withdrawn under section
505 of the fedaeral Act.

b. A copy of the letter of approval or approvability
issuad by the United States food and drug administration i3 on
file with the secretary of the board., if the product is
manufactured in this state.

2. A peison shall not use im humans a new dirug limited to
investigational use unless the person has filed with the
United States food and drug administration a completed and

£ve dH
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signed "Hotice of Clalmed lnvestigational Exemption for a New
Drug” form 1n accordance with 21 C.F,R. § 112.1 and the
exemption has not been terminated. The drug shall be plainly
labeled in compliance with section S0S(l) or $07(d) of the
federal Act.

3. This section does not apply to eithet of the following:

a. A drug which 1s not a new drug a9 defined in the
federal Act.

b. A drug which is llcensed under the federal Public
Health Service Act of July ), 1944, 42 U.S.C. § 201 et seq., Or
under the Animal Virus, Serum, Toxin, Antitoxin Act of March
4, 1913, 21 U.s.C, § 15) et neq.

Sec. 13. NEW SECTION. 2038.14 COSMETICS -- ADULTERATION.

A cosmetic id adulterated if any of the following apply:

1. 1t bears or contains a poiscnous or deletericus
substance which may render it injuriocus to users under the
conditions of use prescribed in its labeling or under
customary or usual conditions of use. However, thias does not
apply to ccal-rdr hair dye if the label of the dye bears the
following legend conspicuously displayed: “Caution -- This
product contains ingredients which may cause skin irritation
on certain individuals and a preliminary test according to
accompanying dicrections should Elrat be wade. This product
must not be used for dyelng the eyslashes or eyebrows; to do
80 may cause blindneas®; and the label Lears adequate
directlons for the preliminary testing., For the purposes of
this subsection and gubsection 5, "hair dye” does not include
syelash dyes or eyebrow dyes.

¢. lt conslsts in whole or In part of any filthy, putrid,
or decomposed substance.

3. It has been produced, prepared, packed, or held undes
insanitary conditions whereby Lt may have become contaminated
with €ilth, or whereby it may have been rendered 1njucicus to
health,
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4. Its container .8 composed, in whole of in part, of a
poisoncus or deleterious substance which may render the
contents injurious to health,

5. It is pot a hair dye and it is, or Lt beatrs or contains
a color additive which is, unsafe withln the seaning of
gection 706(a) of the fedaral Act.

Sec. 14, HEW SECTION. 203B.15 COSMETICS -- MISBRANDING.

A cosmetic 1s migbranded !f any of the following apply:

1. 1Its labeling is false or misleading in any particular.

2. If in package form unless it beara a label containing
both of the following:

a. The name and place of business of the manufacturer,
packer, or distributot.

b. An dccurate statement of the quantity of the contents
1N terms of weight, measure, of numerical count, which
statement shall be separately and accurately stated in a
unifotrm location upon the principal display panel of the
label.

3. A word, statement, or other information required by or
under the authority of this chapter to appear on the label or
labeling 1s nol prominently placed therte with such
conspicuousness, as coepared with other words, staterents,
designs, or devices in the labeling, and in such tecms as to
render it likely to be read and understood by the ordinary
individual under customary conditions of purchase and use.

4. lrs container is so made, formed, or filled as to be
misleading.

$. It is a color additive, unless its packaging and
labeling are in confotmity with the packaging and labeling
fequirements applicable to that color additive prescribed
under section 706 of the federal Act. This subsection does
not apply to packages of colocr additives which, with respect
to their use of cosmetics, are marketed and intended for use
only in or on hasit dyes, as specified in section 20348.14,
Subsection 1.
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6. Ilts pacxaging or labeling is in violation of an
applicable regulation adopted pursuant to section 3 or 4 of
the federal Poison Prevention Packaging Act of 1976, 1% U.5.C.
§ 1471 et seq.

The board shall adopt rules exempting €rom any labeling
requitement of this chapter, cosmetlcs which are in accordance
with the practice of the trade, to be processed, labeled, or
repacked in substantial quantities at an establishment other
than the establishment where they are originally processed or
packed, on condition that such cosmetics are not adulterated
or misbranded upon removal from the processing, labeling, or
repacking establishment. Cosmetic labeling exemptions adopted
under the federal Act apply to cosmetica in this atate except
as modi1Er1ed or rejected by rvules adopted by the board.

Sec. 15. HWEW SECTICN. 203B.16 FALSE ADVERTISING.

i. The advertising of a drug, device, or cosmetic is falase
if It is false or misleading in any particular.

2. For the purpose of this chapter, advertising is false
L€ it represents a drug, device, or cosmetic to have any
etfect in the diagnosis, preventlion, or treatment of
arthritis, blood disorders, bone or joint diseases, kidney
diseases or disorders, cancer, diabetes, gall bladder Jdiasease
o¢ disorders, heact and vascular disease, high blood pressure,
diseases or disorders of the ear, mental disease cor mental
retardation, degenerative neurological diseases, paralysis,
prostate gland disoccders, condltions of the scalp aftecting
hait loss, baldness, endocrine disorders, sexual impotence,
tumors, venereal diseases, varicose ulcers, breast
enlaryement, purifying blood, metabolic disocders, imoune
system disorders or conditions affecting the vunune system,
axtension of life expectancy, stress and tension, brain
stimulation or performance, the body's natural defense
mechanisms, blood flow, and depression. However, advertising
not in viclation of subsection 1 ia not false under this
subsection if it is disseminated only to members of the
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medical, dental, or veterinary profeasions, or appears only in
the scientific periodicals of these professions, or 1s
disseminated only for the purpose of public health education
by persons not commercially interested, ditectly or
inditectiy, in the sale of such drugs or devices. MHowever, if
the board determines that an advance in medical science has
made any type of self-medication safe as to any of the
diseases named in this suybsection, the board shall by rule
authorize the advertising of dzugs having curatlve or
therapeutic effect for such disease, aubject to the conditions
and restcictions the board deems necessary in the interests of
the public health, However, this subsection does not indicate
that self-medication for diseases other than those named 1in
this subsection is safe and ¢fflcacious.

Sec. 16. NEW SECTION. 203B.17 RULES -- HEARINGS.

1. The board may adopt tules puresuant te chapter 174 for
the efficient enforcement of this chapter. The board may make
the rules adopted undet this chapter conform, insofar as
practicable, with those regulations adopted pursuant to the
tederal Act.

2. Hearings authorized or cequired by this chapter shall
be conducted by the board or by an officec, agent, or employee
designated by the boatd.

Sec. 17. NEW SECTION. 203B.18 INSPECTIONS.

1. a. For purposes of enforcement of this chapter, the
board or any of :ts authocized agents, upon presenting
appiopriate crcedentials to the ownar, operator, or agent in
chatge, may do both of the following:

{1} Enter at teasonable times any factory, warehouse, or
other establishment in which drugs, devices, or cosmetics are
manufacltured, pcocessed, packed, or held, for inttoduction
into ccmuerce or after such introduction; or enter a vehicle
being used to Lransport or hold drugs, devices, or cosmetics
in comnerce.

gve dH
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{2} Inspect at reasonable tioes and within reascnable
limits and in a reasonable manner such a factory, warehouse,
establishment, or vehicle and all pertinent equipment,
finished and unfinished makeridls, containecs, and labeling
thecein, and cbtain samples necessary to the entotcement of
this chaprer, In the case of a factory, warehcuse,
establishment, or consulting laboratory in which prescription
drugs are manufactuted, processed, packed, or held, the
inspection shall extend to all things therein, including
records, €iles, papers, processesd, contecls, and facilities,
beacting on whether prescription drugs or restricted devices
which are adulterated or misbranded or which may not be
manufactured, introduced into commerce, ov sold or offered for
sale by teason of any provision of this chaptucr, have been or
are being manufactured, processed, packed, transporeed, or
held sn vioclation of ot bearing on a violation of this
chapter. An inspection authorized for prescription Jdrugs by
the preceding sentence shall not extend to financial data,
sales data other than shipment data, pricing data, perscnnel
data cother than data as to qualifications of techmical and
professional personnel performing functions subject to this
chapter, and reseacrch data other than data relating to new
druga, and antibictic druge, and devices., and subject to
zeporting and inspection under regulations lawfully issued
pursuant to section 505(4) or 505(3)), or section 507{d) or
507ig}), section 519, or section 520(9) of the federal Act, and
data, relating to other drugs, or devices which ln the case of
4 new drug would be subject to reporting or inspection under
lawful requlations issued pursuant to section 505(3) of the
€ederil Act. The inspection ghall be commenced and completed
with reascnable promptness.

b. Paragraph "a" does not apply to any of the following:

{1} Pharmacies which maintain establishments in conform-
ance “ith laws of this state regulating the practice of
pharmacy and medicine and which are tegularly engaged in
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dispensing presceiption drugs, or devices, upon prescripticon
of practitioners licensed to administer the drugs or devices
to patients under the care ot the practitloners in the course
of their professional practice, and which do not, either
through a subsidiary or otherwise, manufacture, prepare,
propagate, compound, or process drugs of devices for sale
other than in the cegular course of thelsr business of
dispensing or selling drugs or devices st retail.

i{2) Practitioners licensed by law to prescribe oc
administer drugs cor presccibe or use devices, and who
manutacture, prepoce, propagate, compound, or process drugs,
or manufactuce oc process devices solely for use in the course
of their professional practice.

{1) Persons who manufacture, prepare, propagate, compound,
or process drugs, or manufacture oI process devices solely for
use in research, teachlng, or chemical analysis and not for
sale.

{4) Ouly employed sales representatives of pharmaceutical
companies acting in the normal and customary performance of
their duties,

[$) Other classes of persons the board exempts from the
application of this sectlon by rule upon a finding that
inapection as applied to such classes of persons in accordance
with this section is not necessary for the protection of the
public health,

2, Upon completion of an inspectlion of a factory,
warehouse, consulting laboratory, or other establishment and
prior to leaving the premises, the authorized agent making the
inépecticon shall give to the owner, operator, or 4gent in
charge a report 1n wtiting setting forth any conditions or
practices observed by the authorized agent which, in the
judgment of the authorized agent, indicate that any drug,
device, ot cosmetic in the establishment meets either of the
following:
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a. Consists in whole ot in patt of a filthy, putrid, or
decomposed aubstance.

b. Has been ptepared, packed, or held undec insamitary
conditions whereby it may have become contaminated with Eilth,
ot whereby i1t may have been rendered injurious to health,

A copy of the report shall be sent promptly to the board.

3. IE the authosized agent making an inspection of a
factory, warehouse, oc other establishment has obtained a
sample In the course of the inspection, upon completion of the
inspection and prior to leaving the premises the authorized
agent shall give to the owner, operator, oc agent :n chatge a
recelpt describing the sample obtained.

4. A& person required under this chapter ot section 519 or
520(g) of the federal Act to maintaln records and a person who
1a in chatge or custody of such records shall, upon request of
an authorized agent designated by the boa:d, pecrmit the
autherized agent at all reascnable times to have access and to
copy and verify such records.

5. For the purposes of enforcing this chapter, carriers
engaged in comverce, and persons receiving drugs, devices, or
cospetics in commerce or holding such articles so received,
shall, upon the requesat of a duly authoclzed agent of the
board, permit the agent, at reasonable times, to have access
to and to copy all records showing the movemeat in cummerce of
a drug. device, or cosmetic, of the holding thereof ducing or
aftar such movement, and the quantity, shipper, and consignes
theraof. It is unlawful Cor any such carcier or person to
fail to permit such access to and copying of any such record
8o requested when the reguest is accompanied by a statement in
writing specifying the nature or kind of drug, device, or
cosmetic to which the request relates.

6. Evidence obtained under this sectlon or evidence which
is directly or indirectly derived Erom such evidence obtained
undet this section, shall not be used in a criminal
prosecution of the person from whom the evidence was obtained:
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and carriers are not subject to the other provisions of this
chapter by reason of their receipt, carriage, holding, or
delivery of drugs, devices, or cosmetics in the usual course
of husiness as carciecs.

Sec. 18. HEW SLCTION. 203B.}9 PUBLICITY.

1. The board may cause to be published from time to time
reports summarizing all judgments, decrees, and court ocders
which have been rendered under this chapter, including the
nature of the charges and theic disposltlon.

2. The. board may also cavdge to be disseminated information
tegarding drugs, devices, or cosmetice, in sltuations
involving, in the opinion of the board, imminent danger to
health, or gross deception of the consumer. This section does
not prohibit the board €rom collecting, reporting, and
illustrating the results of investigations by the board.

Sec, 19. 2031B.20 CHAPTER NOT APPLICABLE TO
COMMERCIAL FEED.

This chapter does not apply to the Iowa Commercial Fecd Law
of 1974 under chapter 198 or to administrative rules adopted
pursuant to chaptec 198,

Sec. 2U. NEW SECTION. 2038.21 CHAPTER NOT APPLICABLE ¥
ARIMAL DRUGS.

This chapter does not apply to drugs intended for use for
animals and not for humans.

Sec. 21. Section 125.2, subsection 3, Code 1989, is
amended to read as follows:

3. "Chemical substance"” means alcohol, wine, spirits, and

beer as defined in chapter 123 and drugs as defined in section
203A:2 2038.2, subsection 3 7, which when used impropecly
could result in chemical dependency.

Sec, 22. Section 147.99, Code 1989%, is amended to read as
follows;

147,99 DOUTIES OF SECHETARY.
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inspections of alleged viclations of the provisions of this
title relative to the practice of pharmacy and of chapters 283
2038, 204, and 205. Said The secretary shall be allowed
necessary traveling and hotel expenses in making such
inspections,

Sec, 23. Section 155A.12, subsection 9, Code 1989, is
amended to read as followst

9. Been convicted of an offense or subjected to a penalty
or fine for violation of chapter 147, 283y-203A 2038, 204, or
the Federal Food, Drugq and Coametic Act. A plea or verdict of
guilty, or a conviction following a plea of nole contenderte,
is deemed to be a conviction within the meaning of this
section,

Sec. 24. Section 15%9.6, subsection 8, Code 1989, is
amended to read as follows:

8. Regulation and inspection of foods, dtugs, and other
articles, Title X, but chapters 283 2038, 204 and 205 of amid
that title shall be enforced as therein provided in_ those
chapters.

Sec., 25, Section 189.2, subsection 1, Code 1989, is
amended to read as follows:

1. Execute and enforce thia title, except chaptecs 2683y
#03IA 2038, 204, 209A and 205,

Sec. 26. Section 203A.21, subsection )}, Code 19B%, is
amended to cead as follows:

3. The board may seek relief purauant to section 283A+4
203B.4 regtraining any person from viclating the provisions of
thia section. In addition to granting a temporary or
pesmanent injunction, the court may impoae a civil penalty not
to exceed forty thousand dollacs per violation of this
section.

Sec. 27. Section 205.11, Code 1989, i3 amended to read as
tollows:

205.11 EMFCRCEMENT.
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The provisions of this chapter and chaptezs 283 2038 and
204 shall be administered and enforced by the boacd ot
pharmacy examiners. In dischacrging any duty or exercising any
examiners shall be governed by all the provisions of chapter
189, which govern the depariment of agriculture and land
stewardship when discharging a similar duty or exercising 4
similar power sith refesence to any of the articles dealt with
in this title, to the extent that chapter )89 is not
inconsistent with this chapter and chapters 2038 and 204.

Sec. 28, Section 209.1%, Code 1989, is amended to read an
Ecllows:

205.13 CHEMICAL AMALYSIS OF DRUGS.

Any chemical analysis deemed necessary by the hoard of
pharmacy examiners in the enforcement of this chapter and
chaptera 283 2038 and 204 shall be made by the department of
agriculture and land atewardship when requested by aasd the

boatd of pharmacy examiners.

Sec. 29. Section 205.13, Code 1989, ia amended to read as
follows:

205.131 APPLICABILITY OF OTHER STATUTES.

Inscfar as applicable the provislons of chapter 1897 shall
apply to the articles dealt with in this chapter and chapters

203 203B and 204. The powers vested ln the deparument of
agriculture and land stewardship by seid chapter 189 shall be
deemed for the pucrpose of this chapter and chapters 283 2038
and 204 to be vested in the board of pharmacy examiners.

Sec. 30. Section 331.756, subsection 40, Code 1989, is
amended to read as follows:

40. Prosecute vioclations of the Icowa drug, device, and
cesmetic Act as requested by the board of phacmacy examiners
as provided in section 2O3Ar? 2038.7.

Sec. 3l. REPEALS.

. Chapter @03, Code 1989, i3 repealed,
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2. Sections 203A.1 througnh 203A.20, Code 1989, are

repealed.
Sec. 32. CODE EDITOR TRANSFER. The Code editcr shall

transfer section 203A.21, Code 1989, tc the new chapter 203B
created by this Act.
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