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A BILL FOR 

1 An Act relating to the labeling, advertising, adlllteratin~. 

2 misbranding, and dispensing of drugs, devices, and cosme~ics, 

3 providing penalties, and providing properly related matters. 

4 BE IT ENACTED BY THE GENERAL ASSEMBLY OF THE STATE OF IO\"ii'.: 

5 

6 

7 

" HOUSE FILE 343 
H-3174 

1 Amend House File 343 as follows: 
2 1. Page 2, lines 6 and 7, by striking the words 
3 ''other animals" and inserting the following: 

11 anitnal'1
• 

2. Page 2, line 9, by striking the words "other 
animals" and inserting the following: ''animal". 

3. Page 2, line 11, by striking the words ''other 
an1mals'" and inserting the following: ''animal''. 

4. Page 2, line 22, by striking the words ''other 
10 animals'' and inserting the follow~ng: ''animal". 
11 5. Page 2, lines 24 and 25, by striking the words 

4 
5 
6 
7 
8 
9 

12 ''other animals'' and inserting the following: 
"animal". 13 

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 
1989 
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l Section l. NEW SECTION. 203B.l TITLE. 

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

3 Cosmetic Act". 

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

5 As used in this chapter, unless the context otherwise 

6 requires: 

7 l. ''Advertising'' means any representation disseminated in 

8 any manner or by any ~eans, other than by labeling, for the 

9 purpose of inducing, or which is likely to induce, direc~ly nr 

10 indirectly, the purchase of drugs, devices, or cosmetics. 

ll 

12 

2. 

3. 

''Board'' means the board of pharmacy examiners. 

''Contaminated with filth'' means not secutely protected 

13 from dust, dirt, and as far as is necessary by all reasonable 

14 means, from all foreign or injurious contaminations. 

15 4. ''Cosmet1c'' means any of the following, but does not 

16 include soap: 

17 a. An article intended to he rubbed, poured, sprinkled, or 

18 sprayed on, introduced into, or otherwise applied to the human 

19 body or any part of a human body for cleaning, beautifying, 

20 promoting attractiveness, or altering the appearance. 

21 b. An article intended for use as a component of an 

22 article defined in paragraph ''a''. 

23 5. ''Counterfeit drug'' means a drug which, or the container 

24 or labeling of which, without authorization, bears the 

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

26 device, or any such likeness, of a drug manufacturer, 

27 processor, packer, or distributor other than the person or 

28 persons who in fact manufactured, processed, packed, or 

29 distributed the drug and which falsely purports or is 

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

31 distributed by, such other drug manufacturer, processor, 

32 packer, or distributor. 

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

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

35 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 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 ather 

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 1s 

12 not dependent upon being metabolized for the achievement of 

13 any of its principal intended purposes. 

14 7. ''Drug'' means any of the following, but does not include 

15 a device: 

16 a. An article recognized as a drug in the off1cial Gr.iced 

17 States Pharmacopoeia National Formulary, official Eomeopachic 

18 Pharmacopoeia of the United States, or any supplement ~o 

19 either document. 

20 b. An article intended for use in the diagnosis, cure, 

21 mitigation, treatment, or prevention of diseases 1n a human or 

Ji7•22 other animals. 

c. An article, other than food, intended to affect the 

24 structure or any function of the body of a human or other 

25 animals. 

26 d. An article intended for use as a component of any 

27 articles specified in paragraphs ''a", ''b'', or ''c". 

28 8. "Federal Act" means the federal Food, Drug, and 

29 Cosmetic Act, which is codified in 21 u.s.c. § 301 et seq. 

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

31 10. "Label'' means a display of written, printed, or 

32 graphic matter upon the immediate container of an article; and 

33 a req~irement made by or under authority of this chapter that 

34 any word, statement, or other information appear on the label 

35 is not complied with unless the 'ilord, statement, or otr.er 

-2-



S.F. H.F. 

1 information also appears on the outside container or wrapper 

2 of the retail package of the article, or is easily legible 

3 through the outside container or wrapper. 

4 11. ''Labeling'' means all labe!s and other written, 

5 printed, or graphic matter upon an article or any of its 

6 containers or wrappers, or accompa~ying an article. 

7 12. ''New animal drug" means any drug intended for use for 

8 animals and not for humans, including any drug 1ntended Eoc 

9 use in animal feed. 

10 l 3 . ''New drug'' means either of the following: 

ll a. Any drug, except a new animal drug, the composition of 

12 which is such that the drug 1s not generally recognized among 

13 experts qualified by scientific t~aining and exper1ence to 

14 evaluate the safety and effectiveness of drugs, as safe and 

15 effective for use under the conditions prescribed, 

16 recommended, or suggested in cts ~abeling, except that 2 dr~g 

17 not so recognized is not a new drug if at any time prior to 

18 the enactment of this chapter it was subject to the fedetal 

19 Act, and if at that time its labeling contai~ed the same 

20 repcesentations concecning the conditions of ics use. 

21 b. Any drug, except a new an1mal drug, the composition of 

22 which is such that the drug, as a result of :nvestigations to 

23 determine its safety and effectiveness for use under the 

24 conditions prescribed, recommended, or suggested in its 

25 labeling, has become recognized as safe and efEec:ive, but 

26 which has not, other than in such investigations, been used to 

27 a material extent or for a material time under the conditions 

28 prescribed, recommended, or suggested 1n its labecing. 

29 14. ''Official compendium'' means the offic1al United States 

30 Pharmacopoeia National Formulary, official Homeopathic 

31 Pharmacopoeia of the United States, or any supplement to 

32 either document. 

33 15. "Person'' means an individual, partnership, 

34 corporation, or association. 

35 16. ''Principal display panel" means that part of a label 
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l that 1s most likely to be displayed, presented, shown, or 

2 examined under normal and customary conditions of display for 

3 retail sale. 

4 ''Safe'' as used in this chapter has reference to the 

5 hea:th of a human or animal. 

6 18. "Secretary'' means the secretary of the United Sta(es 

7 department of health and human services. 

8 The provisions of this chapter regarding the selling of 

9 drugs, devices, or cosmetics are applicable to the 

10 manufacture, production, processing, packag1ng, exposure, 

11 <lffer, possession, and holding of any such article for sale; 

12 and the sale, dispensing, a~d giving of any such article, and 

13 the supplying or applying of any such article, in the cond~ct 

14 of any drug, device, or cosmetic establishment. 

:s Sec. 3. NEW SECTIO~. 2038.3 PROHIBITED ACTS. 

16 The following acts and the causing of the acts within this 

17 state are unlawful: 

18 l. The introduction or delivery for introduction into 

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

20 or misbranded. 

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

22 cosmetic in co~~erce. 

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 co~;,erce of a drug, device, or cosmetic in violation of 

28 section 203B.l2 or 2038.13. 

29 5. The disseminat~on 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 2038.18; or the failure to 

33 establish or maintain any record or make any report requ1r.ed 

34 under section 5l2(j), 512(1), or 5l2(m) of the federal Act, or 

35 the refusal to permit access to or verification or copying of 
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l any such required record. 
7 7. The manufacture within this state of a drug, device, or 

l cosmetic that is adulterated or misbranded. 

4 8. The giving of a guaranty or undertaking referred to in 

5 section 2038.5, subsection 2, if the guaranty or undertaking 

6 1s false, except by a person who rel1ed upon a guaranty or 

1 undertaking to the same effect, signed by, and containing the 

8 name and address of, the person residing in this state from 

9 whom the person received the drug, device, or cosmetic in good 

10 faith. 

:1 9. The removal or disposal of a detained or embargoed 

12 drug, device, or cosmetic in violation of section 2038.6, 

l3 subsection l. 

14 10. The alteration, mutilation, destruction, 

l5 obliteration, or removal of the whole or any part of the 

16 labeling of, or the doing of any other act with respect ~o a 

17 drug, device, or cosmetic, if the act is done while the 

18 article is held for sale, whether or not it would be the first 

19 sale, after shipment in co~~erce; and if the act1on results in 

20 the article being adulterated or misbranded. 

21 11. Forging, counterfeiting, simulating, or falsely 

22 representing, or without proper authority using a mark, stamp, 

23 tag, label, or other identification device authorized or 

24 required by rules or regulations adopted under this chapter or 

25 the federal Act. 

26 12. Making, selling, disposing of, or keeping in 

27 possession, control, or custody, or concealing a punch, die, 

28 plate, stone, or other thing designed to print, imprint, or 

29 reproduce the trademark, trade name, or other identifying 

30 mark, imprint, or device of another trademark, trade name, 

31 mark, imprint, or device or a likeness of any trademark, trade 

32 name, mark, imprint, or device upon a drug or drug container 

33 or the labeling thereof so as to render the drug a counterfeit 

34 drug. 

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

2 for sale or dispensing, of a counterfeit drug. 

3 14. The use by a person to the person's own advantage, or 

4 the revealing, other than to the board or to the perso1J's 

5 authorized representative or to the courts when relevant in a 

6 judicial proceeding under this chapter, of any information 

7 acquired under authority of this chapter concerni119 2ny method 

8 or process which as a trade secret is entitled to protection. 

9 15. The use, on the labeling of a drug or device or in 

10 advertising relating to a drug or device, of a representation 

ll or Staggestion that approval of an application with respect to 

12 the drug or device is in effect under section 2038.12 or 

13 sections 505, 515, or 520(g) of the federal Act, or that t:•e 

14 drug or device complies with the prov1s1ons of any o~ those 

15 sections. 

16 16. The use, in labeling, advertising, or other sales 

17 promotion of a reference to a report or analysis furnished en 

18 compliance with section 2038.18 or section 704 of the federal 

19 Act. 

20 17. If a prescription drug is distributed or offered :or 

2l sale in this state, the failure of the manufacturer, pac~er, 

22 or distributor of the prescription drug to maintain for 

23 transmittal, or to transmit, to any practitioner licensed by 

24 applicable law to administer the drug who makes written 

25 request for information as to the drug, true and correct 

26 copies of all printed matter which is required to be included 

27 in any package in which that drug is distributed or sold, or 

28 such other printed matter as is approved under the federal 

29 Act. This subsection does not exempt any person from a 

30 labeling requirement imposed by or under this chapter. 

31 18. a. Placing or causing to be placed upon any drug or 

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

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

34 another trademark, trade name, mark, or imprint or any 

35 likeness of such a trademark, trade name, mark, or imprint. 
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l b. Selling, dispensing, disposing of; causing to be sold, 

2 dispensed, or disposed of; or concealing or keeping in 

3 ~ossession, control, or custody, with intent to sell, 

4 dispense, or dispose of, a drug, device, or container thereof, 

5 with knowledge that the trademark, trade name, or other 

6 identifying mark or imprint of another trademark, trade name, 

7 mark, or imprint or any likeness of any trademark, trade name, 

8 mark, or imprint has been placed thereon in a manner 

9 prohibited by paragraph ''a''. 

10 c. Making, selling, disposing of; causing to be made, 

11 sold, or disposed of; keeping in possession, control, or 

12 custody; or concealing with ir1tent to defraud any punch, die, 

13 plate, stone, or other thing designed to print, imprint, or 

L4 reproduce the trademark, trade name, or other identifying 

15 mark, imprint, or device of another trademark, trade name, 

16 mark, or imprint or any likeness of any trademark, trade name, 

l7 mark, or imprint upon a drug or container or labeling ther,.of 

18 so as to render the drug a counterfeit drug. 

19 19. The failure to register Ln accordance with section 510 

20 of the federal Act, the failure to provide any information 

21 required by section 510(j) or 510(k) of the federal Act, or 

22 the failure to provide a notice required by section 510(j)(2) 

23 of the federal Act. 

24 20. a. The failure or refusal to: 

25 (1) Comply with a requirement prescribed under section 518 

26 or 520(g) of the federal Act. 

27 (2) Furnish any notification or other material or 

28 information required by or under section 519 or 520(g) of the 

29 federal Act. 

30 b. With respect to any device, the submission of any 

31 report required by or under this chapter that is false or 

32 misleading in any material respect. 

33 21. The movement of a device in violation of an order 

34 under section 304(g) of the federal Act or the removal or 

35 alteration of any mark or label required by the order to 
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l identify the device as detained. 

2 22. The failure to provide the notice req••ired by section 

3 4l2(b) or 412(c) 

4 reports required 

5 or the failure to 

6 section 4l2(d)(2) 

of the federal Act, the 

by section 412(d)(l)(8) 

meet the requirements 

of the federal Act. 

failure to make thP 

of the federal Act, 

prescribed under 

7 Sec. 4. NEW SECTION. 2038.4 INJUNCTION PROCEEDINGS. 

8 The board may apply to the distric~ court for, and the 

9 court has jurisdiction upon hearing and for cause shown to 

10 grant, a temporary or permaner1t injunction rest~aining any 

11 person from violating any provision of section 2038.3 whether 

12 or not there exists an adequate remedy at law. 

lJ Sec. 5. NEW SECTION. 2038.5 PENALTIES AND GUARANTY. 

14 l. A person who violates a provision of this chapter is 

15 guilty of a serious misdemeannr; but if the violation is 

1.6 committed after a conviction of the person unde:: this sec::J:n 

17 has become final, the person ts guilty of an aggravated 

18 misdemeanor. 

19 2. A person is not subject to the penalties of subsection 

20 l if the person establishes a guaranty or undertaking sign2d 

21 by, and containing the name and address of another person 

22 residing in this state from whom the person received the 

23 article in good faith, to the effect that the article is not 

24 adultercted or misbranded. 

25 3. 

26 medium 

A publisher, radio-broadcast licensee, or agency or 

which disseminates false advertising, except the 

27 manufacturer, packer, distributor, or seller of the article to 

28 which false advertising relates, is not liable under this 

29 section for the dissemination of the false advertising, u11less 

30 the person knew or believed that the advertising was 

31 deceptive, false, or misleading or the person has refused upon 

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

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

34 seller, or advertising agency which caused the person to 

35 disseminate the advertisement. 
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l Sec. 6. NEW SECTION. 2038.6 EMBARGO. 

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

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

4 adulterated or so misbranded as to be dangerous or fraudiJlent, 

5 within the meaning of this chapter, or is in violation of 

6 section 2038.12 or 2038.13, the agent shall affix to the 

7 art1cle a tag or otner appropriate marking, giving notice tha: 

8 the article is, or LS suspected of being, adulterated or 

9 misbranded and has been detained or embargoed, a11d warning al' 

10 persons not to remove or dispose of the article by sa!P or 

ll ott:erw1se until permission for removal or disposal 1s g1ven by 

12 an authorized agent or the court. It is unlawful :or a person 

13 to remove or dispose of the detained or embargoed article by 

14 sale or otherwise without such permission. 

15 2. When an article is adulterated or misbranded or 1s 1n 

16 violation of section 2038.12 or 203B.l3 and has been detacned 

17 or embargoed, a petition may be f1led with the discrict court 

lB in whose jurisdiction the article is located, deta1ned, or 

19 embargoed for an order for condemnation of the article. 

20 duly authorized agent has found that an article which lS 

If a 

21 embargoed or detai11ed is not adulterated or misbranded, the 

22 agent shall remove the tag or other marking. 

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

24 embargoed article is adulterated or misbranded, the artic:e 

2S 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 conditioned 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 
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l under the supervision of a duly authorized agent of the board. 

2 The expense of supervision shall be paid by the claimant. The 

3 article shall be returned to the claimant and the bond shall 

4 be discharged on the representation to the court by the board 

r, that the article is no longer in violation of this chapter, 

6 and that the expenses of supervision have been paid. 

7 Sec. 7. NEW SECTION. 2038.7 PROSECUTIONS. 

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

9 attorney to whom the board reports a violation of this 

10 chapter, shall cause appropriate court proceed1ngs to be 

ll 1nstituted without delay and to be prosecuted in the manner 

12 required by law. Before a violation of this chapter is 

13 reported to any such attorney for the institution of a 

14 criminal proceeding, the person against whom the proceeding is 

lS contemplated shall be given appropriate notice and an 

16 opportunity to preser1t the person's views before the board or 

17 its agent, either orally or in writing, in person or by 

:a attorney, Wlth regard to the contemplated proceeding. 

:9 However, the drug, device, or cosmetic shall be embargGed by 

20 the dt1ly authorized agent. 

21 Sec. 8. NEW SECTION. 2038.8 XINOR VIOLATIONS. 

22 This chapter does not require the board to report minor 

23 violations for prosecu:ion, or for the institution of 

24 proceedings under this chapter, if the board believes that the 

25 public interest will be adequately served in the circumsLances 

26 by a suitable written notice or warning. 

27 Sec. 9. NEW SECTION. 2038.9 DRUGS AND DEVICES --

28 ADULTERATION. 

29 A drug or device is adulterated under any of the following 

30 circumstances: 

31 1. a. If it consists in whole or ln part of any filthy, 

32 putrid, or decomposed substance. 

33 b. 

34 under 

If it has been produced, prepa:ed, packed, or held 

insanitary conditions whereby it may have been 

35 contaminated with filth, or whereby it may have been rendered 
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l injurious to health. 

2 c. If it is a drug and the methods used in, or the 

3 facilit1es or controls used for its manufacture, processing, 

4 packing, or holding do not conform to or are not operated or 

5 administered in conformity with current good manufacturing 

6 practice to assure that the drug meets the requirements of 

7 this chapter as to sa~ety and has the identity and strength, 

8 and meets the quality and purity characteristics, which it 

9 purports or is represented to possess. 

10 d. If its container is composed, in whole or part, of any 

ll poisonous or deleterious substance which may re:1der the 

12 contents 1njurious to health. 

:J 2. If it purports to be or 1s represented as a drug, the 

14 name of which is recognized in an official compendium, and its 

15 strength differs from, or its quality or purity falls below, 

16 the standards set forth in the official compendium. A 

17 determination as to strength, quality, or pur1ty shall be made 

18 in accordance with the tests or methods of assay set forti! in 

19 the official compendium, or in the absence of or inadequacy of 

20 such tests or methods of assay, those prescribed under 

21 authority of the federal Act. A drug defined in an official 

22 compendium is not adulterated u~der this subsect:on because i: 

23 differs from the standatd of strength, quality, or purity set 

24 forth in the official compendium, if its difference tn 

25 strength, quality, or purity from such standa~ds is plainly 

26 stated on its label. If a drug is recognized in both the 

27 United States Pharmacopoeia National formulary and the 

28 Homeopathic Pharmacopoeia of the United States it is subject 

29 to the United States Pharmacopoeia National Formulary unless 

30 it is labeled and offered for sale as a homeopathic d~ug, 1n 

31 which case it is subject to the Homeopathic Phar~acopoeia of 

32 the United States and not to the United States Pharmacopoeia 

33 National Formulary. 

34 3. If it is not subject to subsection 2 and its strength 

35 differs from, or its purity or quality falls below, that which 
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2 4 . Ifitisa 

represented to possess. 

drug and any substance has been mixed or 

3 packed with it so as to reduce its quality or strength, or any 

4 substance has been substituted for it wholly or in part. 

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

6 device which is subject to a performance standard establish~d 

7 under section 514 of the federal Act, unless the device is :n 
8 all respects ln conformity with such standard. 

9 6 . If it 1s a device banned by the board or by the United 

10 States food and drug administration. 

ll 7 . If it is a device and the methods used in, or ~he 

12 facilities or controls used for its manu~acture, packing, 

13 storage, or installation are not in conformity with appl:canle 

11 requirements ur1der section 520(f)(l) of the federal Act or an 

15 appltcable condition as prescribed by an order under section 

16 520(f)(2) of the federal Act. 

l7 8. If • +-1' is a device tor which an exemption has beer. 

18 granted under section 520(g) of the federal Act for 

19 investigatior1al use and the person who was granted the 

20 exemption or any investigator who uses the device under the 

21 exemption fails to comply with a requirement ?rescribed by or 

22 ••nder that section. 

23 Sec. 10. NEW SECTION. 203B.l0 DRUGS AND DEVICES --

24 MISBRANDING -- LABELING. 

25 A drug or device is misbranded under any of the follow<ng 

26 circumstances: 

27 l. If its labeling is false or misleading in any 

28 particular. 

29 2. If in a package form unless it bears a label containing 

30 both of the following: 

31 a. The 

32 packer, or 

name and place of business of the manufacttJrer, 

distributor. 

33 b. An accurate statemer1t of the quantity of the contents 

34 1n terms of weight, measure, or numerical count. 

35 However, under paragraph ''a'' reasonable variations shall be 
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1 permitted, and exemptions as to small packages shall be 

2 allowed, in accordance with rules adopted by the board. 

3 

4 by 

3. If any word, statement, or other information 

or under the authority of tl1is chapter to appear 

required 

on the 

5 label or labeling is not prominently placed thereon with such 

6 conspicuousness, as compared with other words, statements, 

7 des:.gns, or devices, in the labeling, and in such terms as to 

8 render . .. 
1~ likely to be read and understood by the o~dinary 

9 individual under customary conditions of purchase and use. 

10 4 . If it is for use by humans and contains any quantity 

ll the :1arcotic o~ hypnotic substance alpha-eucaine, barbituric 

l2 acid, beta-eucaine, bromal, cannabis, carbroma~, chloral, 

13 ceca, cocaine, codeine, heroin, marijuana, morphine, opiam, 

14 paraldehyde, peyote, or sulphonmethane; or any chemical 

!~ derivative of such a substance, which derivative, after 

of 

16 investigation, has been designated as habit forming, by rules 

17 adopted by the board under this chapter or by regulations 

18 adopted by the secretary p1:rsuant to section 502(d) of the 

19 federal Act; 11nless its label bears the name and quantity or 

20 proportion of such substance or derivative and in 

21 juxtaposition therewith the statement "Warning 

22 Forming." 

~!ay Be Hab.\ t 

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

21 apply: 

25 ( l ) Its label bears, to the exclusion 

26 nonproprietary name except the 

name or the chemical formula: 

applicable 

of any other 

systematic chemical 

27 

28 (a) The established name of the drug, as specified in 

29 paragraph "c", if such exists; and 

30 (b) If the drug is fabricated from two or more 

31 ingredients, the established name and quantity of each active 

32 ingredient, including the quantity, kind, and proportion of 

33 any alcohol, and also including, whether active or not, the 

34 established name and quantity or proportion of any bromides, 

35 ether, chloroform, acetanilide, acetophenetidin, amidopyr1ne, 
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1 antipyrine, atropine, hyoscine, hyoscyamine, arsenic, 

2 digitalis, digitalis glucosides, mercury, ouabain, 

3 strophanthin, strychnine, thyroid, or any derivative or 

4 preparatior1 of any such substances, contained there1n. 

5 However, the requirement for stating the quantity of the 

6 active ingredients, other than the quantity of those 

7 specifically named in this subparagraph subdivision, applies 

8 only to prescription drugs. 

9 (2) For a prescription drug, the established name of th2 

10 prescription drug or of an ingredient is printed, on the label 

11 and on any labeling on which a name for the prescription drug 

12 ar an ingredient is used, prominer:tly and in type at least 

13 half as large as that used thereon for any proprietary name ~r 

14 designation for the prescription drug or ingredient. However, 

15 to the extent that compliance with subparagraph (l), 

16 subparagraph subdivision (b) or this subparagraph lS 

17 impraclicable, exemptions shall be allowed under rules or 

18 regulations adopted by the board or the secretary under the 

19 federal Act. 

20 b. If it is a device and ~t has an establ1shed name, 

21 unless its label bears, to the exclusion of any other 

22 nonproprietary name, its established name, as defined in 

23 paragraph ''d'', prominently printed in type at least half as 

24 large as that used thereon for any proprietary name or 

25 designation for the device, except that to the extent 

26 compliance with this paragraph is impracticable, exemptions 

27 shall be allowed under rules or regulations adopted by the 

28 board or the secretary under the federal Act. 

29 c. As used in paragraph "a", the term "established name'', 

30 with respect to a drug or ingredient thereof, means one of the 

31 following: 

32 (1) The applicable official name designated pursuant to 

33 section 508 of the federal Act . 

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

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

2 (3) If neither subparagraph (l) nor (2) applies, then the 

l co~~on or usual name, if any, of the drug or ingredient. 

4 However, if subparagraph (2) applies to an article recognized 

S in the United States Pharmacopoe:a National Formulary and in 

6 the Homeopathic Pharmacopoeia of the United States under 

7 different official titles, the official t~tle used in the 

8 ~nited States Pharmacopoeia National Formulary applies unless 

9 it is labeled and offered for sale as a homeopathic drug, in 

10 which case the official title used Ln the Homeopathic 

ll Pharmacopoeia of the United States applies. 

12 d. As 11sed in paragraph ''b'', the term ''established name'' 

13 with respect to a device means one of the following: 

14 (l) The applicable official name of the device pursuant to 

c5 section 508 of the federal Act. 

16 ( 2 ) If no such official name exists and the device ts an 

:7 article recogn1zed in an official compendium, then its 

18 official title in the compendium. 

19 (3) If neither subparagraph (l) nor (2) applies, then any 

20 common or usual name of the device. 

21 6. Unless its labeling bears both of the following: 

22 a. Adequate directions for use. 

23 b. Adequate warnings against use in those pathological 

24 conditions, or by children, whece its use may be da~gerous to 

25 health, or against unsafe dosage or methods or durations of 

26 administration or application, in the manner and form 

27 necessary for the protection of users. 

28 However, if a requirement of paragraph ''a'', as applied to a 

29 drug or device, is not necessary for the protection of the 

30 public health, the board or the secretary shall adopt rules or 

31 regulations exempting the drug or device from that 

32 requirement. 

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

34 recognized in an official compendium, unless it is packaged 

15 and labeled as prescribed 1n the official compendium. 
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1 However, the method of packing may be modified with the 

2 consent of the board or the secretary. If a drug is 

3 recognized in both the United States Pharmacopoeia National 

4 Formulary and the Homeopathic Pharmacopoeia of the United 

5 States, it is subject to the requirements of the United States 

6 Pharmacopoeia National Formulary with respect :o packaging and 

7 labeling unless it is labeled and offered for sale as a 

8 homeopathic drug, in which case it is subject to the 

9 Homeopathic Pharmacopoeia of the United States, and not to ~!1e 

10 United States Pharmacopoeia National Formulary. However, if 

11 an incor1sistency exists between this subsection and subsection 

12 5 as to the name by which the drug or its 1ngredients shdll be 

13 designated, subsection 5 prevails. 

l4 8. If it has been found by the board or the secretary to 

lS 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 o~ 

regulation requires as necessary for the protection of pt•blic 

health. Such a rule or regulation shall not be established 

for a drug recognized in an official compendium until the 

16 

' ' -' 

l8 

19 

20 

21 board or the secretary has informed the appropriate body 

22 charged with the revision of the official compendium of the 

23 need for such packaging or labeling requirements and that body 

24 has failed within a reasonable time to prescribe such 

25 requirements. 

26 9. a. If it is a drug and its contarner is so made, 

27 formed, or filled as to be misleading. 

28 b. If it 1s an imitation of another drug. 

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

30 drug. 

31 10. IE it 

32 or manner, or 

is dangerous to health when used in the dosage 

with the frequency or duration prescribed, 

33 recommended, or suggested in its labeling . 

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

35 drug composed wholly or partly of insulin, unless both of tile 
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l following apply: 

2 a. It is from a batch with respect to which a certificate 

3 or release has been issued pursuant to section 506 of the 

4 federal Act. 

5 b. The certificate or release is 1n effect with respect to 

6 the drug. 

7 12. If it 1s, or purports to be, or is represented as a 

8 drug, except a drug for use in animals and not in humans, 

9 composed wholly or partly of any kind of penicill1n, 

10 streptomycin, chlortetracycline, chloramphenico:, bacitracin, 

ll or any other antibiotic drug, or any derivative thereof, 

12 unless both of the following apply: 

13 a. It is from a batch with respect to whi~h a certificate 

14 or release has been issued pursuant to section 507 of the 

15 federal Act. 

16 b. The certiflcate or release ~s in effect wich respect to 

17 the drug. 

18 However, this subsection does not apply to any drug or 

i9 class of drugs exempted by reg~lations adopted under section 

20 507(c) or 507(d) of the federal Act. 

7 L lJ. If it is a color additive, the intended use of wh1ch 

22 1s tor the purpose of coloring only, unless 1ts pac~aging and 

23 labeling are in conformity with the packaging a~d labeling 

24 requirements applicable to that color additive, as cnntained 

2S 1n regulations adopted under section 706 of the federal Act. 

£6 14. If it is a prescription drug distributed or offered 

27 for sale in this state, unless the manufacturer, packer, or 

28 distributor includes in all advertising and other descriptive 

29 printed matter issued or caused to be issued by the 

30 manufacturer, packer, or d1stributor with respect to the 

31 prescription drug a true statement of all of the following: 

32 a. The established name as defined in subsection 5, 

33 printed prominently and in type at least half as large as that 

34 used for any trade or brand name thereof. 

35 b. The formula showing quantitatively eacl1 ingredient of 
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l the prescription drug to the extent requ1red for labels under 

2 subsection 5. 

3 c. Other information in brief summary relating to side 

4 effects, ccntraindications, and effectiveness as required 1n 

S regulations adopted pursuant to section 70l(e) of the fede[al 

6 Act. 

7 15. IE it was manufactured, prepared, propagated, 

8 compounded, or processed in an establishment in this stJte :1ot 

9 duly registered unde: section 5lu of the federal Act, if 1t 

10 was not included on a list required by section 510(]) of the' 

ll :ederal Act, if a notice or othe: information respecting it 

12 was not provided as req\iired by that sectior: or section 510(k) 

13 of the federal Act, or :: it does not bear the symbols fru,. 

14 the uniform system for identif!cation of devices prescribed 

15 under section SlO{e) of the federal Act that are required by 

16 regulation . 
- 7 
~- } 6. I " ' c L 1 L is a drug and its packaging or labeling is in 

18 viol.ation of an applicable regulation adopted pursuant t<> 

19 sectic~ 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 imprintr or device of another trademark, trade name, mark, or 

23 impr i:1 t or any lii<eness of the foregoing has been placed 

24 thereon or upon its container with intent to defraud. 

25 18. In the case of a restricted device distributed o:: 

26 offered for sale 1n 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 purs11ant to section 520{e) of the federal 

32 Act. 

33 19. In the case of a restricted device distributed o: 

34 offered for sale in this state, unless the m~nufacturer, 

35 packer, or distributor includes in all advertising and other 
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1 descriptive printed matter issued by the manufacturer, packer, 

2 or distributor with respect to the device both of the 

1 following: 

4 a. A true statement of the device's estab:;shed name as 

5 defined 1n subsection 5, printed promine~t!y and in type at 

6 least half as large as that used for any trade or brand name 

7 thereof. 

R b. A brief statement of the intended uses of the device 

9 and retevant warnings, precautions, side effects, and 

10 contraindications; and in the case of a specific device made 

\l st:bject to regulations adopted pursuant to the federal Act, a 

12 full description of the components of the dev~ce or the 

'.3 tormulil st1owing qua~titatively each ingredient of the device 

14 to the extent required in reg••lations urtder the federal Act. 

15 20. If ic is a device subject to a performance s~ar:clard 

16 established under sec~ion Sli of the federal Act, t:nless it 

17 bears lahe:ing as prescribed i~ that performd~Ce standard. 

18 ll. :f it is a device and there was a fai:~re or ref11sa~ 

19 to comply with any requireme~t prescribed t:nder s~ctian SlB of 

~0 the federal Act respecting the dev~ce, or tu furnish reaterial 

21 required by or under sectio~ 519 ~E the federal Act respecting 

22 the dpvice. 

23 lt an article is alleged :u be ~isbranded because the 

2-1 labeJ.i~g or advertising is ~is1eadirtg, then in cieteriniilitlg 

25 whether the labeling or advertising is m1sleaci~g. there shal: 

2G be taken into account, am0r1g other things, not only 

27 rcpresencations made or su~gested hy stateme:Jt, word, design, 

?8 dev~ce, or any combination thereof, b~t also the ex:ent to 

29 which the labeling or advertising fa•ls tc> reveal facts 

30 mate~ial in the :ight of such represP~t~tions, or materi~1 

31 with respect to consequences whic~ may result from the use of 

32 the article to which the labeling or advertising relates, 

33 under the conditions of use prescribed in the labeling or 

34 advertising or under customary or usual conditions of use. 

15 The representation of d drug, in its labeling, as an 
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1 ant;septic shall be considered to be a representation that it 

2 is a germicide, except in the case of a drug p.:rporting to be, 

3 or represented ~s, an antiseptic for inhibitory use as a wet 

4 dressing, ointment, dusting powder, or such other use as 

5 involves prolonged contact with the body. 

6 Sec. 11. NE\~ SECTION. 203B.ll EXEr~PTIONS IN CASES OF 

7 DRUGS AND DEVICES -- DISPENSING BY ?RESCRIPTION ONLY. 

8 The board shall adopt rules exempting from any labeling 

9 or packaging requirement of this chapte' drugs and devices 

10 which are, in accordance with the practice of the trade, to he 

ll processed, labeled, or repacked in substantial quantities at 

12 establishments other than those where originally processed or 

13 packaged, on conditio~ that such drugs and devices are net 

14 adulterated or misbranded upon removal from the processing, 

15 labeling, or repacking establishment. 

16 2. Drug and device labe:ing or packaging exemptions 

17 adopted pursuant to the federal Act shall apply to dr~gs dnd 

18 devices in this state except i~sofar as modified or rejected 

19 by r~les adopted by the board. 

20 3. a. This lettered paragraph applies to a drug inter•ded 

21 for use by humans which is any of the following: 

?2 (l) Is a habit-forming drug to which section 203B.i0, sub-

23 section 4 applies. 

24 (2) Because of its toxicity or other potentiality for 

25 harmful effect, or the method of its use, or the collateral 

26 measures necessary to its use, is not safe for use except 

27 under the supervision of a practitioner licensed by law to 

28 administer the drug. 

29 (3) Is limited by an approved application under sectiorl 

30 505 of the federal Act to use under the professional 

31 supervision of a practitioner licensed by law to administer 

32 the drug. 

33 Such a drug shall be dispensed only upon a written 

34 prescription of a practitioner lice~sed by law to admin:ster 

35 the drug, or upon an oral prescription of such a practitioner 
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l which is reduced promptly to writing and filed by the 

2 pharmacisc, or by refilling any such written or oral 

3 prescription if the refilling is authorized by the prescriber 

4 either in the original prescription or by oral order which is 

5 red~ced promptly to writing and filed by the pharmacist. The 

6 act of dispensing a dr~g contrary to this paragraph while the 

7 drug is held Eor sale results in the drug being ~isbranded. 

8 b. A drug dispensed by filling or refilling a written or 

9 oral prescription of a practitioner licensed by law to 

10 administer the drug is exempt from section 2038.10, except 

ll subsection 1, subsection 9, paragraphs ''b'' and ''c'', a~d 

12 subsections 11 and 12, and the packaging requirements ot 

lJ subsertions 7, R, and 16, if the drug bears a label contatning 

L4 the na~e and address of ~he dispenser, the serinl n~mber and 

~5 dclte of t.he presc~iption or of ~ts filiing, the n~~e of the 

J.fi ptPscribe~, and, ~f stated in the prescriptio~, the ~ame of 

~; tl1e ?ilt~e::l, ar1d the directions for use a~d ca~tionarv 

:A statements, i~ any, contai11ed in the pr~sc~ipt~<)n . 

./5 Act [rom ·;:,he req;J.:..reG~en~s of paragraph ua·~ --:;t· ::\:i.s suf)sec::io!! 

J6 wher1 such requ~reme:tts 2:e ~ct. ~ecessa:y ~or the protecti~n of 

/.7 ~-.he public healt-.h. 

78 d. 

29 subsec•·ion is 1rlsb~a;1dP~ i~, at any .. ime prio: ~rJ dispensing, 

{Q its ~abel ~dils ~o bear t~e sta~e~ent: "Caution: 

Jl Proh~bits Dispensing W~tt1o~t ?rescripticn'', o~ ''Caution: 

12 State Law Prohibits Dispensi:1g Wit~1out ?rescription'~. A drug 

.-)3 to v1hich paragraph 11 3 11 of this ::;ubsec:ion does not app1 y ~-, 

3~ misbrd:lded iE, at any time prior to dispe~si~g, its label 

~5 oears the caution stateme~t quoted ~n the precPd~ng sentence. 
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l Sec. 12. NEW SECTION. 203B.l2 NEW DRUGS. 

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

3 for saie, or g1ve away a new drug unless both of the followtng 

4 apply: 

5 a. An application with respect to the new dr~g has oeen 

6 approved and the approval has not been withdrawn under sectior1 

7 505 of the federal Act. 

8 b. A copy of the letter of approval or app~ovability 

9 lssued by the United States food and drug administration 1s on 

10 file with the secretary of the board, if the product is 

ll manufactured in this state. 

2. A person shall not use 1n human beings or a~imals a new 

13 drug or new animal drug limi.ted to investigational use u~·;l.css 

11 the person has filed w1th the United States food and drug 

15 administration a completed and signed ''Notice of Claimed 

16 Investigational Exemption for a New Drug'' form in accordance 

17 with 21 C.F.R. § 312.1 and the exemption has riOt beer 

18 terminated. The drug shall be plainly labeled in comp:iance 

19 with sectior1 505(i) or 507(d) of ~te federal Act. 

20 3. This section does not apply to either of the follow~ng: 

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

22 federal Act. 

23 b. 

24 Health 

A drug which is licensed ~nder the federal Public 

Service Act of July l, 1944, 42 U.S.C. § 201 et seq. or 

25 under the Animal Virus, Serum, Toxin, Antitoxin Act of March 

26 4, 1911, 21 U.S.C. § 151 et seq. 

27 Sec. 13. NEW SECTION. 2038.13 NEW ANIMAL DRUGS. 

28 A new animal drug, with respect to any particular use or 

29 intended use of the drug, os unsafe for the purposes of this 

30 chapter unless both of the following apply: 

31 l. There is in effect an approval of an application filed 

32 pursuant to section 512(b) of the federal Act with respect to 

33 the use or intended use of the drug . 

34 2. The drug, its labeling, and its use or intended use 

35 conform to the approved application. 
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l Sec. 14. NEW SECTION. 203B.l4 COSMETICS --ADULTERATION. 

2 A cosmetic is adulterated if any of the followi~g apply: 

3 1. It bears or contains a poisonous or deleterious 

4 substance which may render it inJurious to users u~der the 

5 conditions of use prescribed in its labeling or under 

6 customary or usual conditions of use. However, this does not 

7 apply to coal-tar hair dye if the label of the dye bears the 

8 following legend conspicuously displayed: ''Ca~tion -- Th:s 

9 product contains ingredients which may cause skin irritation 

10 on certain individuals and a preliminary test according to 

ll accompany1ng direc~ions should first be made. This product 

12 must not be used for dyeing the eyelashes or eyebrows; to do 

l3 so may cause blindness''; and the label bears adequate 

;4 directions for the preliminary testing. For ~he ptarposes of 

15 this subsection and subsection 5, ''hair dye" does not include 

l6 eyelash dyes or eyebrow dyes. 

17 2. It consists in whole or in part of any filthy, ~utric, 

18 or decomposed substance. 

19 3. It has been produced, prepared, packed, or held under 

20 insanitary conditions whereby it may have become contaminated 

21 with filth, or whereby it may have been rendereri injurious to 

22 health. 

23 4. Its container is composed, in whole or in part, of a 

24 poisonous or deleterious substance which may render the 

2S contents injurious to health. 

26 5. It is not a hair dye and it is, or it bears or contains 

27 a color additive which is, unsafe within the meaning of 

28 section 706(a) of the federal Act. 

29 Sec. 15. NEW SECTION. 2038.15 COSMETICS -- MISBRANDING. 

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

31 l. Its labeling is false or misleading in any particular. 

32 2. If in package form unless it bears a label containing 

33 both of the following: 

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

3S packer, or distributor. 
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1 b. An accurate statement of the quantity of the contents 

2 in te,~s of weight, measure, or numerical count, which 

3 statement shall be separately and accurately stated in a 

4 ur1iform location upon the principal display panel of the 

5 label. 

6 3. 

7 under 

A word, statement, or other information required by or 

the authority of this chapter to appear on the label or 

B labeling is not prominently placed there with such 

9 consp1cuousness, as compared with other words, statements, 

10 designs, or devices 1n the labeling, and in such terms as to 

ll render it likely to be read and understood by the ordinary 

12 individual under customary conditions of purchase and llse. 

13 4. Its container 1s so made, formed, or filled as ~o b· 

14 misleading. 

15 5. It is a color additive, unless its packaging and 

16 labeling are in ccnformity with ~he packaging and ldbeling 

17 requirements applicable to that color additive prescribed 

18 unde' section 706 of the federal Act. This subsection does 

19 not apply to packages of color additives which, with respect 

20 to their use of cosmetics, are marketed and intended for use 

21 only in or on hair dyes, as specified in section 2038.14, 

22 suosection 1. 

23 6 . Its packaging or labeling is in violation of an 

24 applicable regulacion adopted pursuant to section 3 or 4 of 

25 the federal Poison Prevention Packaging Act of 1970, lS U.S.C. 

26 § 1471 et seq. 

27 The board shall adopt rules exempting from any labeling 

28 requirement of this chapter, cosmetics which are in accordance 

29 with the practice of the trade, to be processed, labeled, or 

30 repacked in substantial quantities at an establishment other 

31 than the establishment where they are originally processed or 

32 packed, on condition that such cosmetics are not adulterated 

33 or ~isbranded upon removal from the processing, labeling, or 

34 repacking establishment. Cosmetic labeling exemptions adopted 

35 under the federal Act apply to cosmetics in this state except 
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l as modified or rejected by rules adopted by the board. 

2 Sec. 16. NEW SECTION. 2038.16 fALSE ADVERTISING. 

3 L • The <J.dvertlsing of a drug, device, or cosmetic is false 

4 ; " it is false or misleading in any particular. 

2. For the purpose of this chapter, advertising is false 

3•706 if it represents a drug or device to have any effect in ~he 

T d1agnosis, prevention, or treatment of arthritis, blood 

g absorders, bone or joint diseases, k:dney d1seases or 

9 disorders, cancer, diabetes, gall bladder disease or 

10 disorders, heart and vascular disease, high blood pressure, 

ll diseases or disorders of the ear, men:al disease or mental 

12 retardation, degenerative neurological diseases, paralysis, 

13 prostate gland disorders, conditions of the scalp affecting 

:4 hair loss, baldness, endocrine disorders, sexual impotence, 

15 tumors, venereal diseases, varicose ulcers, breast 

16 enlargement, purlfy1ng blood, metabolic disorderE, 1mmune 

17 system d:sorders or conditions affecting the immu:1e systerr:, 

18 extension of life expectancy, stress and tension, brain 

19 stimulation or performance, the body's natural defense 

20 mechan1sms, blood flow, and depression. However, advertising 

21 nol in violation of subsection l is not false under this 

22 s11bsection if it is disseminated only to members of the 

23 medical, dental, or veterinary professions, or appears o~ly in 

24 the scientific periodicals of these professions, or is 

25 disseminated only for the purpose of public health edacation 

26 by persons not commercially interested, directly or 

27 indirectly, i:J the sale of such drugs or devices. However, iE 

28 the board determines that an advance in medical science has 

29 made any type of self-medication safe as to any of the 

30 diseases named in this subsection, the board sha!! by rule 

31 authorize the advertising of drugs having curat1ve or 

32 therapeutic effect for such disease, subject to the conditions 

33 a11d restrictions the board deems necessary in the interests o! 

34 the publ1c health. However, this subsection does not indicate 

35 that self-medication for diseases other than those named in 
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l this subsection is safe and efficaciotls. 

2 Sec. 17. NEW SECTION. 2038.17 RULES HEARINGS. 

3 l. The board may adopt rules pursuant to chapter l7A for 

4 lhe efficient enforcement of this chapter. The board may make 

5 the rules adopted under this chapter conform, insofar as 

6 practicable, with those regulations adcpted pur~uant :o the 

7 federal Act. 

8 2. Hearings authorized or required by this chapter shall 

9 be conducted by the board or by an officer, agent, or employee 

10 designated by the board. 

ll Sec. 18. NEW SECTION. 2038.18 INSPECTIONS. 

12 l . a. For purposes of enforcement 

11 board or any of its authorized agencs, 

14 appropr~ate credentials to the owner, 

15 charge, may do both of the following: 

of this chapter, c.r:e 

upon presenting 

operator, or agen: 1n 

16 (1) Enter at reasc~ab:e times any factory, warehouse, or 

17 other establisl:ment in which dr~gs, dev1ces, or cosmetics are 

18 manufactured, processed, packed, or he:d, for introduc~1on 

19 i:1to commerce or after such introduction; or enter a vehicle 

20 being used to transport or hold drugs, devices, or cosmetics 

2l 1n commerce. 

22 ( 2 ) Inspect ac reasonable times and within reasonable 

23 limits and in a reasonable manner such a factory, warehouse, 

24 establishment, or vehic~e and all pertinent equipment, 

25 finished and unfinished materials, containers, and labeling 

26 therein, and obtain samples necessary to the enforcement of 

27 this chapter. In the case of a factory, warehouse, 

28 establishment, or consulting laboratory in which prescription 

29 drugs are manufactured, processed, packed, or held, the 

30 1nspection shall extend to all things therein, including 

31 records, files, pape!s, processes, controls, and facilities, 

32 bearing on whether prescription drugs or restricted devices 

33 which are adulterated or misbranded or which may not be 

34 manufactured, introduced into commerce, or sold or offered for 

35 sale by reason of any provisio~ of this c~apter, have been o~ 
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1 are oeing manufactured, processed, pacl<ed, t.!."ansported, or 

2 held in violation of or bearing on a violation of this 

3 chapter. An inspection authorized for prescription drugs by 

4 the preceding sentence shall not extend to financial data, 

5 sales data other than shipment data, pricing data, personnec 

6 data other than data as to qualifications of technical and 

7 professional person~el performing functions s11bject to this 

8 chapter, ar1d research data other than data celating to new 

9 drugs, and antibiotic drugs, and devices, and S11hject to 

10 reporting and inspection ~nder regulations lawfully issued 

11 pursuant to section 505(i) or 505(j), or section 507(d) or 

12 507(g), section 519, or section 520(g) of the fede~al Act, and 

13 data, relating to other drugs, or devices wh1ch in the case of 

l!J a new drug would be subject to reporting or inspection under 

15 lawful cegulations issued purs~anc to section SOS(j) of the 

16 federal Act. The cnspection shall be commenced and com~leted 

17 with reasonable promptness. 

18 b. Paragraph ''a'' does not apply to any of the follo~ing: 

19 (l) Pharmacies which maintain establishments in confcrm-

70 ance with laws of this state regulating the practice of 

21 pharmacy and medicine and which are regularly engaged in 

22 dispensing prescription 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 cm;rse 

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 professional practice. 

35 (3) Persons who manufact11re, prepare, pcopagate, compound, 
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1 or process drugs, or manufacture or process devices solely for 

2 use in research, teaching, or chemical analysis and not for 

3 sale. 

4 (4) Other classes of persons the board exempts :ro~ :he 

~ application of this section by rule upon a finding that 

6 1nspection as applied to s~ch classes of persons in accordance 

7 with this section is not necessary for the protection of the 

8 p~blic health. 

9 2. Upon completion of an inspection of a factory, 

10 warehouse, cons~lting laboratory, or other establishme11t and 

ll prior to leaving the premises, ~he authorized agent making ~he 

12 ir.spection sha:: give to the owner, cperator, or agent 1n 

13 charge a report i11 writing se~ting forth a:1y cot1ditiot1s c. 

:4 practices observed by the autho!ized age~t which, irl tt~e 

15 judgment of the authorized agent, indicate ~hat any dr••g, 

16 c]evice, or cosmetic in the establishment meets eitl1er of the 

l7 following: 

18 a. Consists 1n whole 1r. part of a filthy, putrid, or 

19 decomposed substance. 

20 b. Has been prepared, packed, or held under insanita<y 

2l conditions whereby it may have become contaminated with filth, 

22 or whereby it may have been rendered injuriOLi~ to health. 

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

24 3. If the authorized agent making an inspection of a 

25 factory, warehouse, or other estabiishment has obtained a 

26 sample in the course of the inspection, upon completion of the 

27 inspection and prior to leaving the premises the authorized 

28 agent shall give to the owner, operator, or agent: in charge a 

29 receipt describing the sample obtained. 

30 4. A person required under this chapter or section 519 or 

31 520(g) of the federal Act to maintain records and a person who 

32 is in charge or custody of such records shall, upon request of 

33 an authorized agent designated by the board, permit the 

34 authorized agent at all reasonable times to have access and to 

35 copy and verify such records. 
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l 5. For the purposes of enforcing this chapter, carriers 

2 engaged in commerce, and persons receiving drugs, dev.~ces, or 

3 cosmetics in commerce or holding such articles so received, 

4 shall, upon the request of a duly authorized agent of the 

5 board, permit the agent, at reasonable times, to have access 

6 to and to copy all records showing the movement in commerce of 

7 a drug, device, or cosmetic, or the holding thereof <luring or 

8 after such movement, and the quantity, shipper, and consignee 

9 thereof. It is unlawful fer any such carrier or person to 

lO tail to permit such access to and copying of any such record 

11 so requested when the request is accompanied by a statement ,-

12 writing specifying the nature or kind of drug, device, ur 

lJ cos~etic to which the request relates. 

14 6. ~vidence obtained under this section or evidence which 

15 is directly or Indirectly derived from such evidence obtained 

l6 under this section, shall not be used in a criminal 

17 prosec••tion of the person from whom the evidence was obtained; 

18 and carriers are not subjec~ to the other prov•sions of this 

19 chapter by reason of their receipt, carriage, holding, or 

20 delivery of drugs, devices, or cosmetics in the usual c0urse 

21 of business as carriers. 

22 Sec. 19. NEW SECTION. 203B.l9 PUBLICITY. 

23 l. The board may cause to be published from time to time 

24 reports summarizing all judgments, decrees, and cot1rt orders 

25 which have been rendered under this chapter, including the 

26 nature of the charges and their disposition. 

27 2. The board may also cause to be disseminated information 

28 regarding drugs, devices, or cosmetics, in situations 

29 involving, in the opinion of the board, imminent danger to 

30 health, or gross deception of the consumer. This section does 

31 not prohibit 

32 illustrating 

33 Sec. 20. 

the board from collecting, reportin~, and 

the results of investigations by the board. 

Section 125.2, subsection 3, Code 1989, is 

34 amended to read as follows: 

3') 3. ''Chemical substance'' means alcohol, wine, spirits~ and 
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l beer as defined in chapter 123 and drugs as defined in section 

2 263A~2 2038.2, subsection 3 7, which when used improperly 

3 could result 

4 Sec. 21. 

in chemical dependency. 

Section 147.99, Code 1989, is ame~ded to reud as 

5 follows: 

6 147.99 DU'riES OF SECRETARY. 

7 The secretary of the board of pharmacy examiners shall, 

8 upon the direction of sa±e-e~amine~s the board, make 

9 inspections of alleged violations of the provisions of this 

10 title relative to the practice of pharmacy ar.d of chapters 233 

ll 2038, 204, and 205. Said The secretary sh~ll be allowe~ 

12 necessary traveling a~d hotel expenses in maki~g such 

lJ 1nspections. 

14 Sec. 22. Section l55A.l2, subsection 9, Code !989, lS 

l5 amended to read as follows: 

:6 9. Been convicted of an offense or subjected to a penalty 

17 or fine for violation of chapter :47, 263,-2B3A 2038, 204, or 

:8 the ~ederal Food, Drug and Cosmetic Act. A plea or verdict of 

19 guilty, or a conviction following a plea of nolo con:end,ore, 

20 is deemed to be a conviction within the meaning of this 

21 sectlon. 

22 Sec. 23. Section 159.6, subsec~ion 8, Code 1989, is 

23 amended to read as follows: 

24 8. Regulation and inspection of foods, drugs, and other 

25 articles, Title X, but chapters 265 2038, 204 and 205 of 5t:±d 

26 that title shall be f . en_orcea as tnet'e±n provided in those 

27 chapters. 

28 Sec. 24. Section 189.2, subsection l, Code 1989, is 

29 amended to read as follows: 

30 l. Execute and enforce this title, except chapters 263, 

31 263A 2038, 204, 204A and 205. 

32 Sec. 25. Section 203A.21, subsection 3, Code 1989, is 

33 amended to read as follows: 

34 3. The board may seek relief pursuant to section 2G3A74 

35 2038.4 restraining any person from violating the provisio:ls of 
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l this section. In addition to granting a temporary or 

2 permanent injunction, the court may impose a civil penalty not 

1 ro exceed Eorty thousa~d dollars per violation of this 

4 section. 

5 Sec. 26. Section 205.11, Code 1989, 1s amended to read as 

6 follows: 

I 205.11 ENFORCEMENT. 

8 The provisions of this chapter and chapters ~63 2036 and 

9 204 shall be administered and enforced by the board of 

lO pharmacy examiners. In discharging any duty o~ exercising any 

J I power under seid those chapters, ~he board of pharmacy 

i2 examiners shall be governed by all the provisions cf chapter 

13 189, which govern the department of agric11lture and land 

14 stewardship when discharging a similar duty or exercising a 

l5 similar power with reference to any of the articles deal~ with 

16 in this title, to the extent th~t chapter l~?.is not 

17 inco_~s_i_stent with this chaoter and chapters 2036 and 204. 

18 Ser:. 27. Section 205.12, Code 1989, is amended to read as 

19 follows: 

20 205.12 CHEMICAL ANALYSIS OF DRUGS. 

21 Any chemical analysis deer.1ed necessary by :h2 l;>_oard of 

22 pharmacy exami~ers in the enforceme~t of this chapter a~d 

23 chapters ~03 2036 and 204 shall be made by the department ~f 

24 ugriculture and land stewardship when requested by ~e±d the 

25 bo~!d of pharmacy examiners. 

26 Sec. 28. Section 205.13, Code 1989, ~s amended to read as 

27 follows: 

28 205.13 APPLICABILITY OF OT~ER STATUTES. 

?9 Insofar as applicable the previsions of chapter 189 7 shall 

30 apply to the articles dealt with in this chapter and chapt~rs 

31 ~83 2036 and 204. The powers vested in the department of 

32 agriculture and land stewardship by ~eid chapter 189 shall be 

33 deemed for the purpose of this chapter and chapters z63 ~Q}~ 

34 and 204 to be vested in the boar~of pharmacy examiners. 

35 Sec. 29. Section 331.756, subsection 40, Code l989, is 
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l amended to read as follows: 

2 40. Prosecute violations of the Iowa drug, device, and 

3 cosmetic Act as requested by the board of pharmacy examiners 

4 as provided in section ?63A~~ 203B.7. 

5 Sec. 30. REPEALS. 

6 l. Chapter 203, Code 1989, is repealed. 

7 2. Sections 203A.l through 203A.20, Code 1989, are 

8 repealed. 

9 Sec. 31. CODE EDITOR TRANSFER. The Code editor shall 

10 transfer section 203A.21, Code 1989, to the new chapter 2038 

11 created by this Act. 

12 EXPLANATION 

13 This bill relates to the regulation of labeling, 

L4 advertising, adulteration, misbranding, and dispensing o[ 

15 drugs, devices, and cosmetics by the board of pharmacy 

16 examiners. 

17 The bill repeals chapter 203, adu~teration and labeling of 

18 drugs, and all of chapter 203A, the Iowa drug and cosmetic 

19 Act, except the newly enacted section prohibiting the sale of 

20 home testing kits for AIDS. The bill creates a new chapter 

21 203B, the Iowa drug, device, and cosmetic Act. 

22 The definitions in the new chapter are similar to those 1n 

23 section 203A.2 with a few changes, additions, and deletlons. 

24 The list of prohibited acts is based on section 203A.3 with 

25 a few revisions and several additions. 

26 Provisions for injunctions and penalties are based on 

27 sect1ons 203A.4 and 203A.5. Sections relating to embargoes, 

28 prosecutions, and minor violations are based on sectio~s 

29 203A.6, 203A.7, and 203A.8 respectively. 

30 The section on adulteration of drugs is based on sections 

31 203A.9 and 203.2 with several additions. The section on 

32 misbranding of drugs is based on sections 203A.l0, 203A.l9(l), 

33 203A.2(l0) and ("2), and 203.3 with a number of changes and 

34 additions. 

35 With respect to the provision on exemptions and dispensing 
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l by prescription only, much of the material is new, but current 

2 provisions in sections 203.5 and 203A.20 are relevant. 

3 Provisions relating to new drugs are based ill part o~ 

4 sectiOil 203A.ll with several changes. Requ1rements for 

S approval at the state level are deleted. The section o~ new 

6 animal drugs is new. 

7 Sections on adulteration and misbranding of cosmetics are 

8 based on sections 203A.l2 and 203A.l3 with changes and 

9 additions. 

10 The section on false advertising is similar lo section 

11 7.03A.l4; section 203.4 is also relevant. 

12 The section relating to rules and hearings of the board of 

13 pharmacy examiners is based on section 203A.l~. The Iowa 

14 Administrative Pcocedure Act (chapter 17A) applies to 

L5 r11lemaking and other procedures of the board of pharmacy 

16 examiners. 

17 Inspection provisions are revised and expanded from those 

18 in section 203A.l6. 

19 The section on publicity is based on section 203A.l7 with 

20 revisions. 

21 Several amendatory sections are included to make necessary 

22 conforming 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.l), cequirements ~or 

30 state level approval of certain new drugs (part of section 

31 203A.ll), a reference to analyses by the state chem1st when 

32 •equested by the board of pharmacy (section 203A.l8), and a 

33 requirement for manufacturers, packers, and distributors to 

34 file certain information with the board of pharmacy with 

35 respect to prescription drugs (part of section 203A.l9). 

LSB 1087HV 73 
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l Section l. MEW SECTION. 2038.1 TITLE. 
2 This chapter 1;;ay be cited as the "'Iowa Drug, Device, and 

3 Cosmetic Act". 

4 Sec. 2. NEW SECTION. 2038.2 DEFINITIONS --APPLICABILITY. 

5 As used in this chapter, unless the context otherwise 

6 requires: 

7 1. ''Advertising'' means any representation disseminated in 

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

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

10 indirectly, the purchase of drugs, devices, or cosmetics. 

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

12 3. "Contami~ated with filth" means not securely protected 

13 from dust, dirt, and as far as is necessary by all reasonable 

14 means, from all foreign or injurious contaminations. 

15 4. "Cosmetic" means any of the following, but does not 

16 include soap: 

17 a. An article intended to be rubbed, poured, sprinkled, or 

18 sprayed on, introduced into, or otherwise applied to the human 

19 body or any part of a human body for cleaning, beautifying, 

20 promoting attractiveness, or altering the appearance. 

21 b. An article intended for use as a component of an 

22 article defined in paragraph "a". 

23 5. ''Counterfeit drug'' means a drug which, or the container 

24 or labeling of which, without authorization, bears the 

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

26 device, or any such likeness, of a drug manufacturer, 

27 processor, packer, or distributor other than the person or 

28 persons who in fact manufactured, processed, packed, or 

29 distributed the drug and which falsely purports or is 

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

31 distributed by, such other drug manufacturer, processor, 

32 

33 

packer, or distributor. 

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

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

35 similar or related article, including any component, part, or 
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accessory of any of these, which lS 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 diagnosls of diseases or other 

conditions, or in the cure, mitigation, treatment, or 

prevention of diseases or other conditions in a human or 

7 animal. 

8 c. Intended to affect the structure or any function of the 

9 body of a human or animal, and which does not achieve any of 

10 its principal intended purposes through chemical action within 

ll or on the body of a human or animal and which is not dependent 

12 upon being metabolized for the achievement of any of its 

13 principal intended purposes. 

14 7. ''Drug" means any of the following, but does not incl~de 

15 a device: 

16 a. An article recognized as a drug in the official United 

17 States Pharmacopoeia National Formulary, official Homeopathic 

18 Pharmacopoeia of the U~ited States, or any supplement to 

l9 either document. 

20 b. An article intended for use in the diagnosis, cure, 

21 mitigation, treatment, or prevention of diseases in a human or 

22 animal. 

23 c. An article, other than food, i~tended to affect the 

24 structure or any function of the body of a human or animal. 

25 d. An article intendFd for use as a compone~t of any 

26 artic:es specified in paragraphs ''a", "b 11
, or 11 C

11
• 

8. ''Federal Act'' means the federal Food, Drug, and 

28 Cosmetic Act, which is codified i11 21 u.s.c. § 301 et seq. 

29 9. "ImmediaLe container" does r.ot include a package liner. 

30 10. ''Label 1
' means a display of wr~tten, printed, or 

31 graphic matter upon the irnraediate con·:·~ai;"'ler cf. an ar':·.icle; ur,d 

32 a ~equirement made by or under authority of thls chapter that 

33 any word, 3tatemerlt, or other informa~ion iippear on ttte label 

34 is no~ <:omplied wit~! unles~ the wo~d, statem;~nt, or othe~ 

35 intorG!~tion also appears o~ che otits~.je cor!t~in~r or wrapp~~ 
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1 of the retail ~3ckage of the article, or 1s easily legible 

2 through the out~ide container or wrapper. 

3 11. ''Labeling'' means all labels and other written, 

4 printed, or graphic matter upon an article or ar1y of its 

5 containers or wrappers, or accompanying an article. 

6 12. ''New animal drug" means any drug intended for use for 

7 animals and not for humans, including any drug intended for 

8 use 1n animal feed. 

9 13. ''New drug'' means either of the following: 

10 a. Any drug, except a new animal drug, the composition of 

11 which is such that the drug is not generally recognized among 

12 experts qualified by scientific tra1ning and experience to 

13 evaluate the safety and effectiveness of drugs, as safe and 

14 effective for use under the conditions prescribed, 

15 recommended, or suggested in its labeling, except that a drug 

16 not so recognized is not a new drug if at any time prior to 

17 the enactment of this chapter it was subject to the federal 

18 Act, and if at that time its labeling contained the same 

19 representations concerning the conditions of its use. 

20 b. Any drug, except a new animal drug, the c~mposition of 

21 which is such that the drug, as a result of investigations to 

22 determine its safety and effectiveness for use under the 

23 conditions prescribed, recommended, or suggested in its 

24 labeling, has become recognized as safe and effective, but 

25 which has not, other than in such investigations, been used to 

26 a material extent or for a material time under the conditions 

27 prescribed, recommended, or suggested in its labeling. 

28 14. "Official compendium'' means the official United States 

29 Pharmacopoeia National Yocmulary, official Homeopathic 

30 Pharmacopoeia of the United States, or any supplement to 

31 either document. 

32 15. ''Person'' means an individual, partnership, 

33 corporation, or association. 

34 16. ''Principal display panel'' means that part of a label 

35 that is most likely to be displayed, presented, shown, or 
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1 examined under normal and customary conditions of display for 

2 retail sale. 

3 17. ''Safe" as 11sed in this chapter has reference to the 

4 health of a human or animal. 

5 18. ''Secretary'' means the secretary of the United States 

6 department of health and human services. 

7 The provisions of this chapter regarding the selling of 

8 drugs, devices, or cosmetics are applicable to the 

9 manufacture, production, processing, packaging, exposure, 

10 offer, possession, and holding of any such article for sale; 

ll and the sale, dispensing, and giving of any such article, and 

12 the supplying or applying of any such article, in the conduct 

13 of any drug, device, or cosmetic establishment. 

14 Sec. 3. NEW SECTION. 2038.3 PROHIBITED ACTS. 

15 The follow1ng acts and the causing of the acts within this 

16 state are unlawful: 

17 1. The introduction or delivery for :ntroduction into 

18 commerce of any drug, device, or cosmetic that is adulterated 

19 or misbranded. 

20 2. ~he adulteration or misbranding of any drug, device, or 

21 cosmetic in commerce. 

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

23 that is adulterated or misbranded, and the delivery or 

24 proffered delivery thereof for pay or otherwise. 

25 4. The introduction or delivery for introduction into 

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

27 section 2038.12 or 2038.13. 

28 5. The dissemination of any false advertising. 

29 6. The refusal to permit entry or inspection, or to permit 

30 the taking of a sample or to permit access to or copying of 

31 any record as authorized by section 2038.18; or the failure to 

32 establish or maintain any record or make any report required 

33 under section 512(j), 512(1), or 512(m) of the federal Act, or 

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

35 any such required reco~d. 
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l '· The man~·~acture within this state of a drug, device; or 

2 cosmetic thai: is adulterated or :ll.isbrandec1. 

3 8. The giving of a guaranty or undertaking referred to in 

4 section 2038.5, subsection 2, if the guaranty o~ under~aking 

5 is false, except by a person who relied upon a guaranty or 

6 undertaking to the same effect, signed by, and containing the 

7 name and address of, tr.e person residing in this state from 

8 whom the person received the drug, device, or cosmetic in good 

9 faith. 

l.O 9. The removal or disposal of a detained or embargoed 

ll drug, device, or cosmetic in violation of section 2033.6, 

12 subsection 1. 

13 10. The alteration, mutilation, destruction, 

14 obliteration, or removal of the whole or any part of the 

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

16 drug, device, or cosmetic, if the act is done while the 

17 article is held for sale, whether or not it would be the first 

18 sale, after shipment in commerce; and if the action results in 

19 the article being adulterated or misbranded. 

20 11. Forging, counterfeiting, simulating, or falsely 

21 representing, or without proper au~hority using a mark, stamp, 

22 tag, label, or other identification device authorized or 

23 required by rules or regulations adopted under this chapter or 

24 the federal Ace. 

25 12. Making, selling, disposing of, or keeping in 

26 possession, control, or custody, or concealing a punch, die, 

27 plate, stone, or other thing designed to p•int, imprint, o• 

28 reproduce the trademark, trade name, or other identifying 

29 mark, imprint, or device of another trademark, trade name, 

30 mark, imprint, or device or a likeness of any trademark, trade 

31 name, mark, imprint, or device upon a drug or drug container 

32 or the labeling thereof so as to render the drug a counterfeit 

33 drug. 

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

35 counterfeit drug, or the sale or dispensing, or the holding 
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for sale or dispe~sing, of a counterfeit drug. 

2 lG. The use by a person to the person's own advantage, or 

3 the revealing, other than to the board or to the person's 

4 authorized representative or to the courts when relevant in a 

S j11dicial proceeding under this chapter, of any information 

6 acquired under authority of this chapte~ concerning any method 

7 or process which as a trade secret is entitled to protection. 

8 15. The use, on the labeling of a drug or device or in 

9 advertising relating to a drug or device, of a representation 

10 or suggestion that approval of an application with respect to 

ll the drug or device is in effect under section 2038.12 or 

12 sections 505, 515, or 520(g) of the federal Act, or that the 

13 drug or device complies with the provisions of any of those 

14 sections. 

15 16. The use, in labeling, advertising, or other sales 

l6 promotion of a reference to a report or analysis furnished in 

17 compliance with section 2038.18 or section 704 of the federal 

18 Act. 

19 17. If a prescription drug is distributed or offered for 

20 sale in this state, the failure of the manufacturer, packer, 

21 or distributor of the prescription drug to maintain for 

22 transmittal, or to transmit, to any practitioner licensed by 

23 applicable law to administer the drug who makes written 

24 request for information as to the drug, true and correct 

25 copies of all printed matter which is required to be included 

26 in any package in which that drug is distributed or sold, or 

27 such other printed matter as is approved under the federal 

28 Act. This subsection does not exempt any person from a 

29 labeling requirement imposed by or under this chapter. 

30 18. a. Placing or causing to be placed upon any drug or 

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

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

33 another trademark, trade name, mark, or imprint or any 

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

35 b. Selling, dispensing, disposing o:; causi~g to be sold, 
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l dispe~seci, or :~:.sposed oE; or cot1ceal1ng or Keeping ~ .. 

2 po~session, conti·ol, or custody, with inte~t ~o sell, 

3 dispense, or dispose of, a drug, device, or COiltainer t~ereoE, 

4 with knowledge that the trademark, trade name, or other 

5 ide11tifying mark or 1mprint of another trademark, trade name, 

6 mark, or imprint or any likeness of any trademark, trade name, 

7 mark, or imprint has been placed thereon in a manner 

8 prohibited by paragraph ''a''. 

9 c. Making, selling, disposing of; causing to be made, 

10 sold, or disposed of; keeping in possession, control, or 

ll custody; or concealing with intent to defraud any punch, die, 

12 plate, stone, or other thing designed to p~int, imprint, or 

13 reproduce the trademark, trade name, or other identifying 

14 mark, imprint, or 

15 mark, or imprint 

16 mark, or imprint 

device 

or any 

upon a 

of another trademark, trade name, 

likeness of any trademark, trade name, 

drug or container or labeling thereof 

17 so as to render the drug a counterfeit drug. 

18 19. The failure to register in accordance with section 510 

19 of the federal Act, the failure to prov1de any information 

20 required by section 510{j) or 510(k) or the federal Act, or 

21 the failure to provide a notice required by section 510(j)(2) 

22 of the federal Act. 

23 20. a. The failure or refusal to: 

24 

25 or 

26 

(l) Comply with a requirement prescribed under section 518 

520(g) of the federal Act. 

{2) Furnish any notification or other material or 

27 information required by or under section 519 or 520(g) of the 

28 federal Act. 

29 b. With respect to any device, the submission of any 

30 report required by or under this chapter that is false or 

31 misleading in any material respect. 

32 21. The movement of a device in violation oE an order 

33 under section 304(g) of the federal Act or the removal or 

34 alteration of any mar~ or label required by the order to 

35 identify the device as detained. 
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i 22. The failure to provide the notice required by section 

2 412(b) or 412(c) of the federal Act, the failure to make the 

3 reports required by section 412(d)(l)(B) of the federal Act, 

4 or the failure to meet the requirements prescribed under 

5 section 412(d)(2) of the federal Act. 

6 Sec. 4. NEW SECTION. 2038.4 INJUNCTION PROCEEDINGS. 

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

8 court has jurisdiction upon hearing and for cause shown to 

9 grant, a temporary or permanent injunction restraining any 

10 person from violating any provision of section 2038.3 whether 

11 or not there exists an adequate remedy at law. 

12 Sec. 5. NEW SECTION. 2038.5 PENALTIES AN~ GUARANTY. 

13 l. A person who violates a provision of this chapter i~ 

14 guilty of a serious misdemeanor; but if the violation is 

15 committed after a conviction of the person under this section 

16 has become final, the person is guilty of an aggravated 

17 misdemeanor. 

18 ?. A person is not subject to the penalties of subsection 

19 l if the person establishes a guaranty or undertaking signed 

20 by, and containing the name and address of another person 

21 residing in this state from whom the person received the 

22 article in good faith, to the effect that the article is not 

23 adulterated or misbranded. 

24 3. A publisher, radio-broadcast licensee, or agency or 

which disseminates false advertising, except the 25 medium 

26 

27 

28 

29 

30 

31 

32 

33 

34 

35 

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 knew or believed that the advertising was 

deceptive, false, or misleading or the person has refused ~pon 

the request of the board to furnish tne 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. 2038.6 EMBARGO. 
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l. IE a du=;· authorized agent of the boa!d Eindsr or has 

2 probable cause cc believe, that a drug, device, or cosmetic is 

3 adulterated or so misbranded as to be dangerous or fraudulent, 

4 within the meaning of this chapter, or is in violation of 

5 section 203B.l2 or 203B.l3, the agent shall affix ~o the 

6 article a tag or other appropriate marking, giving notice that 

7 the article is, or is suspected of being, adulterated or 

8 misbranded and has been detained or embargoed, and war~ing all 

9 persons not to remove or dispose of the article by sale or 

10 otherwise until permission for removal or disposal is given by 

ll an authorized agent or the court. :t is unlawful for a person 

12 to remove or di£pose of the detained or embargoed article by 

13 sale or otherwise without such permission. 

14 2. When an article is adulterated or misbranded or is 1n 

15 violation of section 2038.12 or 2038.13 and has been detained 

16 or embargoed, a petition may be filed '"ith the district court 

17 in whose jurisdiction the article is located, detained, or 

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

19 duly authorized agent has found that an article which is 

20 embargoed or detained is not adulterated or misbranded, the 

21 agent shall remove the tag or other marking. 

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

23 embargoed article lS adulterated or misbranded, the ar\.:.iLle 

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

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

26 costs and fees, and storage and other proper expenses, shall 

27 be taxed against the claimant of the article or the claimant's 

28 agent: but if the adulteration or misbranding can be corrected 

29 by proper labeling or processing of the article, the court, 

30 after entry of the decree and after costs, fees, storage, and 

31 other expenses have been paid and a good and sufficient bond, 

32 conditioned that the article shall be so labeled or processed, 

33 has been executed, may by order direct that the article be 

34 delivered to the claimant for such cabeling or processing 

35 under the supervision of a duly authorized agent of the board. 

-9-
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1 The expense of supervision shall be paid by the claimant. Tile 

2 article shall be returned to the claimant end the bond shall 

3 be discharged on the representation to the court hy the board 

4 that the article is no longer in violation of this chapter, 

5 and that the expenses of supervision have been paid. 

6 Sec. 7. NEW SECTION. 2038.7 PROSECUTIONS. 

7 The attorney general, or a cout1ty attorney, or a city 

8 attorney to whom the board reports a violation of this 

9 chapter, shall cause appropriate court proceedings to be 

10 instituted without delay and to be prosecuted in the manner 

ll required by law. Before a violation of this chapter is 

12 reported to any such attorney for the institution of a 

13 criminal proceeding, the person against whom the proceeding is 

14 contemplated shall be given appropriate notice and an 

15 opportunity to present the person's views before the board or 

16 its agent, either orally or in writing, in person or by 

17 attorney, with regard to the contemplated proceeding. 

18 However, the drug, device, or cosmetic shall be embargoed by 

19 the duly authorized agent. 

20 Sec. 8. NEW SECTION. 2038.8 ~INOR VIOLATIONS. 

21 This chapter does not require the board to report minor 

22 violations for prosecution, or for the instit••tion of 

23 proceedings under this chapter, if the board believes that the 

24 public interest will be adequately served in the circumstances 

25 by a suitable written notice or warning. 

26 Sec. 9. NEW SECTION. 2038.9 DRUGS AND DEVICES --

27 ADULTERATION. 

28 A drug or device is adulterated under any of the following 

29 circumstances: 

30 l. a. If it consists 1n whole or in part of any filthy, 

31 putrid, or decomposed substance. 

32 b. If it has been produced, prepared, packed, or held 

33 under insanitary conditions whereby it may have been 

34 contaminated with filth, or whereby it may have been rendered 

35 injurious to health. 
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l c. If it ib a drug and the methods used in, or the 

2 facilities or controls used for its man~facture, processing, 

3 packing, or holding do not conform to or are not operated or 

4 administered in conformity with current good nanu:ac:uring 

5 practice to assure that the drug meets the require~ents of 

6 this chapter as to safety and has the identity and strength, 

7 and meets the quality and purity characterist~cs, which it 

8 purports or is represented to possess. 

9 d. If its container is composed, in whole or part, of any 

10 poisonous or deleterious substance which may render the 

11 contents injuri0us to health. 

12 2. If it purports to be or is represented as a drug, the 

13 name of which is recognized in an official compendium, and its 

14 strength differs from, or its quality or purity falls below, 

15 the standards set forth in the official compendium. A 

16 determination as to strength, quality, or purity shall be made 

17 in accordance with the tests or methods of assay set forth in 

18 the official compendium, or in the absence of or inadequacy of 

19 such tests or methods of assay, those prescribed under 

20 authority of the federal Act. A drug defined in an official 

21 compendium is not adulterated under this subsection because it 

22 differs from the standard of strength, quality, or purity set 

23 forth in the official compendium, if its difference 1n 

24 strength, quality, or purity from such standards is plainly 

25 stated on its label. If a drug is recognized in both the 

26 United States Pharmacopoeia National Formulary and the 

27 Homeopathic Pharmacopoeia of the United States it is subject 

28 to the United States Pharmacopoeia National Formuiary unless 

29 it 1s labeled and offered for sale as a homeopathic drug, in 

30 which case it is subject to the Homeopathic Phar~acopoeia of 

31 the United States and not to the United States Pharmacopoeia 

32 National Formulary. 

33 3. If it is ~ot subject to subsection 2 and its strength 

34 differs from, or its puricy or quality falls belcw, that which 

35 it purports or is represented to possess. 

-11-
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l 4. If it is a drug and any substance has been mixed or 

2 packed with it so as to reduce its quality or strength, or any 

3 substance has been substituted for it wholly or in part. 

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

5 device which is subject to a performance standard established 

6 under section 514 of the federal Act, unless the device is in 

7 all respects in conformity with such standard. 

8 6. If it is a device banned by the board or by the United 

9 States food and drug administration. 

10 7. If it is a device and the methods used in, or the 

ll facilities or controls used for its manufacture, packing, 

12 storage, or installation are not in conformity with applicable 

13 requirements under section 520(f)(l) of the federal Act or an 

14 applicable condition as prescribed by an order under section 

15 520(f)(2) of the federal Act. 

16 8. If it is a device for which an exemption has been 

17 granted under section 520(g) of the federal Act for 

18 investigational use and the person who was granted the 

19 exemption or any investigator who uses the device under the 

20 exemption fails to comply with a requirement prescribed by or 

21 under that section. 

22 Sec. 10. NEW SECTION. 2038.10 DRUGS AND DEVICES --

23 MISBRANDING -- LABELING. 

24 A drug or device is misbranded under any of the following 

25 circumstances: 

26 l. If its labeling is false or misleading in any 

27 particular. 

28 2. If ir1 a package form unless it bears a label containing 

29 both of the following: 

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

31 packer, or distributor. 

32 b. An accurate statement of the quantity of the contents 

33 in terms of weight, measure, or numerical count . 

34 However, under paragraph "a" reasonable variations shall be 

35 permitted, and exemptions as to small packages shall be 
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l allowed, in a~' cdance with rules adopted by the board. 

2 3. If any word, statement, or other information ~equired 

3 by or under the authority of this chapter to appear on the 

4 label or labeling is not prominently placed thereon wich such 

5 conspicuousness, as compared with other words, statements, 

6 designs, or devices, in the labeling, and in such terms as to 

7 render it likely to be read and understood by :he ordinary 

8 individual under customary conditions of purchase and use. 

9 4. If it is for use by humans and contains any quantity of 

lO the narcotic or hypnotic substance alpha-eucaine, barbituric 

ll acid, beta-eucaine, bromal, cannabis, carbromal, chloral, 

12 coca, cocaine, codeine, heroin, marijuana, morphine, opium, 

13 paraldehyde, peyote, or sulphonmethane; or any chemical 

14 derivative of such a substance, which derivative, after 

15 investigation, has been designated as habit forming, by rules 

16 adopted by the board under this chapter or by regulations 

17 adopted by the secretary pursuant to sect~on 502(d) of the 

18 federal Act; unless its label bears the name and quantity or 

19 proportion of such substance or derivative and in 

20 juxtaposition therewith the statement ''Warning May Be Habit 

21 Forming." 

22 5. 

23 apply: 

24 (l) 

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

Its label bears, to the exclusion of any other 

25 nonproprietary name except the applicable systematic chemical 

26 name or the chemical formula: 

27 (a) The established name of the drug, as specified in 

28 paragraph ''c", if such exists; and 

29 (b) If the drug is fabricated from two or more 

30 ingredients, the established name and quantity of each active 

31 ingredient, including the quantity, kind, and proportion of 

32 any alcohol, and also including, whether active or not, the 

33 established name and quantity or proportion of any bromides, 

34 ether, chloroform, acetanilide, acetophenetidin, amidopyrine, 

35 antipyrine, atropine, hyoscine, hyoscyamine, arsenic, 
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l digitalis, digitalis glucosides, mercury, OlJabain, 

2 strophanthin, strychnine, thyroid, or any derivative or 

l preparatio:-. of any sttch substaf'ces, contained there:n. 

4 However, the req11irement for stating ~he quantity of the 

5 actiue ingredients, other than the quantity of those 

S specifically named in this subparagraph subdivision, applies 

7 only to prescription drugs. 

8 (2) For a prescription drug, the established name of the 

9 prescription drug or of an ingredient is printed, on the label 

10 and on any labeling on which a name for the prescription drug 

ll or an ingredient is used, prominently and in type at least 

12 half as large as that used thereon for any proprietary na~e or 

13 designation for the prescription drug or ingredient. However, 

14 to the extent that compliance with subparagraph (1), 

15 subparagraph subdivision (b) or this subparagraph is 

16 impracticable, exemptions shall be allowed under rules o: 

17 regulations adopted by the board or the secretary under the 

18 federal Act. 

19 b. If it is a device and it has an established name, 

20 unless its label bears, to the exclusion of any other 

21 nonproprietary name, its established name, as defined in 

22 paragraph ''d", prominently printed in type at least half as 

23 large as that used thereon for any proprietary ~arne or 

24 designation for the device, except that to the extent 

25 compliance with this paragraph is impracticable, exemptions 

26 shall be allowed under rules or regulations adopted by the 

27 board or the secretary under the federal Act. 

28 c. As used in paragraph ''a'', the term ''established name'', 

29 with respect to a drug or ingredient thereof, means one of the 

30 following: 

31 (l) The 

32 section 508 

applicable official 

of the federal Act. 

name designaced pursuant to 

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

34 ingredient 1s an article recogn1zed in an of:cc:al compendium, 

35 then its official tiLle in the compe~cium. 

-14-
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l ( 3 ) IE ne~·- .er subparagraph (l) r1or {2) aprlies, then the 

2 common or usual name, if a~y. of the drug or :rgredient. 

3 However, if subparagraph (2) applies to a~ ar~icle recognized 

4 in the United States Pharmacopoeia National Formula:y ~11d in 

5 the Homeopathic Pharmacopoeia of the United States under 

6 different official citles, the official title used in the 

7 United States Pharmacopoeia National Formulary applies unless 

8 it is labeled and offered for sale as a ~omeopathic drug, 1n 

9 which case the official title used in the Homeopathic 

10 Pharmacopoeia of the United States appl~es. 

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

12 with respect to a device means cne of tne following: 

13 (l) the applicable official name of the device pursuant to 

14 section 508 of the federal Act. 

( 2) If no such officia~ name exists and the device 1s an 

16 article recognized in an official compendium, then its 

17 official title in the compendium. 

18 (3) If neither subparagraph (:) 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 met~ods or durations of 

25 administration or application, in the manner and form 

26 necessary for the protection of users. 

27 However, if a requirement of paragraph ''a'', as applied to a 

28 drug or device, is not necessary for the protection of the 

29 public health, the board or the secretary shall adopt rules or 

30 regulations exempting the drug or device from that 

31 requi rernent. 

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 presc,ibed in the of:icial compendivm. 

35 However, the method of pac~ing may be modified with the 
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l consent of the board or the sec~etary. If a drug is 

2 recognized in both the United States Pharmacopoeia National 

3 Formulary and the Homeopathic Pharmacopoeia of the United 

4 States, it is subject to the requirements of th& United States 

5 Pharmacopoeia National Formulary with respect to packaging and 

6 labeling unless it is labeled and offered for sale as a 

7 homeopathic drug, in which case it is subject to the 

8 Homeopathic Pharmacopoeia of the United States, and not to the 

9 United States Pharmacopoeia National Formulary. I-iowever, if 

10 an inconsistency exists between this subsection and subsection 

ll 5 as to the name by which the drug or its ingredients shall be 

12 designated, subsection 5 prevails. 

13 8. If it has been found by the board or the secretary to 

14 be a drug liable to deterioration, ~nless it is packaged in 

15 the form and manner, and its label bears a statement of 

16 precautions that the board or the secretary by rule or 
-· -...ne 

17 regulation requires as necessary for the protection of public 

18 health. Such a rule or regulation shall not be established 

19 for a drug recognized in an official compendium until the 

20 board or the secretary has informed the appropriate body 

21 charged with the revision of the official compendium of the 

22 need for such packaging or labeling requirements and that body 

23 has failed within a reasonable time to prescribe such 

24 requirements. 

25 9. a. cf it is a drug and its container is so made, 

26 formed, or filled as to be misleading. 

27 

28 

b. 

~. 

29 drug. 

If it is an imitation of another drug. 

If it is offered for sale under the name of another 

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

31 or manner, or with the frequency or duratio~ prescribed, 

32 recommended, or suggested in its labe~ing. 

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

34 drug composed wholly or partly of 1nsuli~, '"~:ess both of tr.e 

35 following apply: 
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a. It is _ :m a batch with respect to whic~ a certificate 

2 or release has been issued purst:ant to section 506 of the 

3 federal Act. 

4 b. The certificate or release lS in effect with respect to 

5 the drug. 

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

7 drug, except a drug for use in animals and not in humans, 

8 composed wholly or partly of any kind of penicillin, 

9 streptomycin, chlortetracycline, chloramphenicol, bacitracin, 

10 or any other antibiotic drug, or any derivative thereof, 

ll unless both of the following apply: 

12 a. It is from a batch with respect to wh1ch a certificate 

13 or release has been issued pursuant to section 507 of the 

14 federal Act. 

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

16 the drug. 

17 However, this subsection does not apply to any drug or 

18 class of drugs exempted by regulations adopted under section 

19 507(c 1 or 507(d) of the federal Act. 

20 13. If it is a color additive, the intended use of which 

21 is for the purpose of coloring only, :.~nless its packaging and 

22 labeling are in conformity with the packaging and labeling 

23 requirements applicable to that color additive, as contained 

24 in regulations adopted under section 706 of the federal Act. 

25 14. If it is a prescription drug distributed or offered 

26 for sale in this state, unless the manufacturer, packer, or 

27 distributor includes in all advertising and other descriptive 

28 printed matter issued or caused to be issued by the 

29 manufacturer, packer, or distributor with respect to the 

30 prescription drug a true statement of all of the following: 

31 a. The established name as defined ir. subsection 5, 

32 printed prominently and in type at least half as large as that 

33 used for any trade or brand name thereof. 

34 b. The ~ormula showing quancltatively each ingredient of 

35 the prescription drug to the extent requ1red for labels under 
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1 subsection 5. 
2 c. Other information in brief summary relating to side 

3 effects, contraindications, and eEfectiveness as required in 

4 regulations adopted pursuant to section 70l(e) of the federal 

5 Act. 

6 15. If it was manufactured, prepared, propagated, 

7 compounded, or processed in an establishment in this state not 

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

9 was not included on a list required by section 510(j) of c~e 

10 federal Act, if a notice or other information respecting it 

ll was not provided as required by that section or section 510(k) 

12 of the federal Act, or if it does not bea" the symbols fcom 

13 the uniform system for identification o: devices prescribed 

14 under section 510(e) of the federal Act tha~ are required by 

15 regulation. 

16 16. If it is a drug and its packaging or labeling is 1n 

l7 violation of an applicable regulation adopted pursuant to 

18 section 3 or 4 of the federal Poison Prevent1on Packaging Act 

19 of 1970, 15 u.s.c. § 1471 et seq. 

20 17. If a trademark, trade name, or other identifyir.g mark, 

21 imprint, or device of another trademark, trade name, mar~, or 

22 imprint or any likeness of the foregoing has been placed 

23 thereon or upon its container with intent to defraud. 

24 18. In the case of a restricted device distributed or 

25 offered for sale in this state, if either of the following 

26 applies: 

27 a. Its advertising is false or misleading in any 

28 particular. 

29 b. It is sold, d1stributed, or used in violation of 

30 regulations adopted pursuant to section 520(e) of the federal 

31 Act. 
32 19. In the case of a restricted device d1strib~ted or 

33 offered for sale in this state, unless the manufacturer, 

34 packer, or distributor includes in all advertcsing and other 

35 descriptive printed matter issued by the manufacturer, pac~er, 
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l or distributor · ith res!)ect to the device both of the 

2 following: 

3 a. A true statement of the device's established name as 

4 defined in subsection 5, printed prominently and in type at 

s least half as large as that used for any trade or brand name 

6 thereof. 

7 b. A brief statement of the intended uses of the device 

8 and relevant warnings, precautions, side effects, and 

9 contraind:cations; and in the case of a specific device made 

10 subject to regulations adopted pursuant to the :ederal Act, a 

ll full description of the components of the device or the 

12 formula showing quantitatively each ingredient of the device 

13 to the extent required in regulations under che federal Act. 

14 20. If it is a device subject to a performance standard 

15 established under section 514 of the federal Act, unless it 

16 bears labeling as prescribed in that performance standard. 

17 21. If it is a device and there was a failure or refusal 

18 to comply with any requirement prescribed under section 518 of 

19 the federal Act respecting the device, or to furnish material 

20 required by or under section 519 of the federal Act respecting 

21 the device. 

22 If an article 1s alleged to be misbranded because the 

23 labeling or advertising is misleading, then in determining 

24 whether the labeling or advertising is misleading, there shall 

25 be taken into account, among other things, not only 

26 representations made or suggested by statement, word, design, 

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

28 which the labeling or advertising fails to reveal facts 

29 material in the light ot such representations, or material 

30 with respect to consequences which may result from the use of 

31 the article to which the labeling or advertising relates, 

32 under the conditions of use prescribed in the labeling or 

33 advertising o: under customarv or usual conditions of use. 

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

35 antiseptic shall be considered to be a representation that it 
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1 1s a germicide, except in the case of a drug purporting to be, 

2 or represented as, an antiseptic for inhibitory use as a wet 

3 dressing, ointment, dusting powder, or such other use as 

4 involves prolonged contact with the body. 

5 Sec. 11. NEW SECTION. 203B.ll EXEMPTIONS IN CASES OF 

6 DRUGS AND DEVICES-- DISPENSING BY PRESCRIPTION ONLY. 

7 1. The board shall adopt rules exempting from any labeling 

8 or packaging requirement of th1s chapte~ drugs and devices 

9 which are, in accordance with the practice of the trade, to be 

10 processed, labeled, or repacked in substantial quantities at 

11 establishments other than these whe~e originally processed or 

12 packaged, on condition that such drugs and devices are not 

13 adulterated or misbranded upon removal from the processing, 

14 labeling, or repacking establishment. 

15 2. Drug and device labeling or packaging exemptions 

16 adopted pursuant to the federal Act shall apply to drugs and 

17 devices in this state except insofar as modified or rejected 

18 by ru:es adopted by the board. 

19 3. a. This letterec ?aragraph applies to a drug intended 

20 for use by humans which ~s any of the following: 

21 (l) Is a habit-forming drug to which section 2038.10, sub-

22 section 4 applies. 

23 (2) Because of its toxicity or other potentiality for 

24 harmful effect, or the method of its use, or the collateral 

25 measures necessary to its use, is not safe for use except 

26 under the supervision of a practitioner licensed by law to 

27 administer the drug. 

28 (3) Is limited by an approved application under section 

29 505 of the federal Act to use under the professio~al 

30 supervision of a practitioner licensed by law to administer 

31 the drug. 

32 Such a drug shall be dispensed oniy upon a written 

33 prescription of a practitioner licensed by law to administer 

34 the drug, or upon an oral prescription of such a practitioner 

35 which is reduced promptly to writ:ng and filed by the 
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l pharmacist, G{ <>y ref:lling any ,-.uch written or oral 

2 prescription if the refilling is authorized by the prescriber 

3 either in the original prescription or by orai order which is 

4 reduced promptly to writing and filed by the pharmacist. The 

5 act of dispensing a drug contrary to this paragraph while the 

6 drug is held for sale results in the drug being misbranded. 

7 b. A drug dispensed by filling or refilling a written or 

8 oral prescription of a practitioner licensed by law to 

9 administer the drug is exempt from section 203B.l0, except 

10 subsection 1, subsection 9, paragraphs ''b'' and ''c'', and 

11 subsections ll and 12, and the packaging requirements of 

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

i:>?ol3 the name and address of the dispenser, the serial number and 

14 date of the prescription or of its filling, the name of the 

15 prescriber, and, if stated in the prescription, the name of 

16 the patient, and the directions for use and cautionary 

17 statements, if any, contained in the prescription. This 

18 exemption does not apply to a drug dispensed in the course of 

19 the conduct of the business of dispensing drugs pursuant to 

20 diagnosis by mail, or to a drug dispensed in violation of 

21 paragraph ''a'' of this subsection. 

22 c. The board may, by rule, remove a drug subject to 

23 section 2038.10, subsection 4, and section 505 of the federal 

24 Act from the require~ents of paragraph "a'' of this subsection 

25 when such requirements are not necessary for the protection of 

26 the public health. 

27 d. A drug which is subject to paragraph ''a" of this 

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

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

30 Prohibits Dispensing Without Prescription'', or ''Caution: 

31 State Law Prohibits Dispensing Without ?rescription''. A drug 

32 to which paragraph ''a'' of this subsection does not apply is 

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

34 bears the caution statement ouoted in the preceding sentence. 
J51o~ .. 

35 Sec. 12. NEW SECTION. 2038.12 NEW DRUGS. 

-21-

• 



S.F. l!. i:' - _3 '-i ~ 

1 1. A person shall not sell, deliver, offer for sale, ho~d 

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

3 apply: 

4 a. An application with respect to the new drug has been 

5 approved and the approval has not bee~ withdrawn under section 

6 505 of the federal Act. 

7 b. A copy of the letter of approval or approvability 

8 issued by the United States food and crug administration is on 

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

10 manufactured in this state. 

ll 2. A person shall not use in humans or animals a new 

35~'12 or new animal drug limited to investigational use unless 

13 person has filed with the United States food and drug 

14 administration a completed and signed "Notice of Claimed 

drug 

the 

15 Investigational Exemption for a New Drug" form in accordance 

16 with 21 C.F.R. § 312.l and the exemption has not been 

17 terminated. The drug shall be plainly labeled in compliance 

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 is 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.s.c. § 201 et seq. or 

24 under the Animal Virus, Serum, Toxin, Antitoxin Act of March 

25 4, 1913, 2l u.s.c. § 151 et seq. 

Sec. 13. NEW SECTION. 203B.l3 NEW ANI~~L DRUGS. 

27 A new animal drug, with respect to any particular use or 

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 iD effect an approval of an application 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. 2038.14 COSMETICS -- ADULTERAT!ON. 
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l A cosmetic _ adulterated if any of the following apply: 

2 1. It bears or contains a poisonous or deleteriotJS 

3 substance which may render it injurious to users under ~he 

4 conditions of use prescribed in :ts labeling or under 

5 customary or usual conditions of use. However, ~his does not 

6 apply to coal-tar hair dye if the label of the dye bears :he 

7 following legend conspicuously displayed: ''Caution -- This 

8 product contains ingredients which may cause skin irritation 

9 on certain individuals and a preliminary test according to 

10 accompanying directions should first be made. This product 

ll must not be used for dyeing the eyelashes or eyebrows; to do 

12 so may cause blindness"; and the label bears adequate 

13 directions for the preliminary testing. For the purposes of 

14 this subsection and subsection 5, ''hair dye" does not include 

15 eyelash dyes or eyebrow dyes. 

16 2. It consists 1n whole or in part of any filthy, putrid, 

17 or decomposed substance. 

18 3. It has been produced, prepared, packed, or held under 

19 insanitary conditions whereby it may have become contaminated 

20 with filth, or whereby it may have been rendered injurious to 

21 health. 

22 4. Its container is composed, in whole or in part, of a 

23 poisonous or deleterious substance which may render the 

24 contents injurious to health. 

25 5. It is not a hair dye and it is, or it bea~s or contains 

26 a color additive which is, unsafe within the meaning of 

27 section 706(a) of the federal Act. 

28 Sec. 15. NEW SECTION. 2038.15 COSMETICS -- MISBRANDING. 

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

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

31 2. IE in package form unless it bears a label containing 

32 both of the following: 

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

34 packer, or distributor. 

35 b. An accurate statement of the quantity of the con~ents 
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l in terms of weight, measure, or r.umerical cou0t, which 

2 statement shall be separately and accurately stated in a 

3 uniform location upon the principal display panel of the 

4 label. 

5 3. 

6 under 

A word, statement, or other information required by or 

the authority of this chapter to appear on the label or 

7 labeling is not prominently placed there with such 

8 conspicuousness, as compared with other words, statements, 

9 designs, or devices in the labeling, and in such terms as to 

10 render it likely to be read and understood by the ordinary 

ll individual under customary conditions of purchase and use. 

12 4. Its container is so made, formed, or f~lled as to be 

l3 misleading. 

14 5. It is a color additive, unless its packaging and 

15 labeling are in conformity with the packaging and labeling 

16 requirements applicable to that color additive prescribed 

17 under section 706 of the federal Act. This subsection does 

18 not apply to packages of color additives which, with respect 

19 to their use of cosmetics, are marketed and intended for use 

20 only in or on hair dyes, as specified in section 2038.14, 

21 subsection 1. 

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

23 applicable regulation adopted pursuant to section 3 or 4 of 

24 the federal Poison Prevention Packaging Act of 1970, 15 U.S.C. 

25 § 1471 et seq. 

26 The board shall adopt rules exempting from any labeling 

27 requirement of this chapter, cosmetics which are in accordance 

28 with the practice of the trade, to be processed, labeled, or 

29 repacked in substantial quantities at an establishment other 

30 than the establishment where they are originally processed or 

31 packed, on condition that such cosmetics are not adulterated 

32 or misbranded upon removal from the processing, labeling, or 

33 repacking establishment. Cosmetic labeling exemptions adopted 

34 under the federal Act apply to cosmetics in this state except 

35 as modified or rejected by rules adopted by the board. 
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l Sec. 16. ,. ··,·SECTION. 203B.l6 FALSE ADVSRTISING. 
,, -

2 1. The advertising of a drug, device, or cosmet1c os false 

3 if it is false or misleading in any particular. 

4 2. For the pucpose of this chapter, advertising is false 

5 if it represents a drug, device, or cosmetic to have any 

6 effect in :he diagnosis, prevention, or treatment of 

7 arthritis, blood disorders, bone or joint diseases, kidney 

8 diseases or disorders, cancer, diabetes, gall bladder disease 

9 or disorders, heart and vascular disease, high blood pressure, 

10 diseases or diso:ders of the ear, mental disease or mental 

ll retardation, degenerative neurological diseases, paralysis, 

12 prostate gland disorders, conditions of the scalp affecting 

13 hair loss, baldness, endocrine disorders, sexual impotence, 

14 tumors, venereal d1seases, varicose ulcers, breast 

15 enlargement, purifying blood, metabolic disorders, immune 

16 system disorders or conditions affecting the immune system, 

17 extension of life expectancy, stress and tension, brain 

18 stimulation or performance, the body's natural defense 

19 mechanisms, blood flow, and depression. However, advertising 

20 not in violation of subsection 1 is not false under this 

21 subsection if it is disseminated only to members of the 

22 medical, dental, or veterinary professions, or appears only in 

23 the scientific periodicals of these professions, or is 

24 disseminated only for the purpose of public health education 

25 by persons not co~~ercially interested, directly or 

26 indirectly, in the sale of such drugs or devices. However, if 

27 the board determines that an advance in medical science has 

28 made any type of self-medication safe as to any of the 

29 diseases named in this subsection, the board shall by rule 

30 authorize the advertising of drugs having curative or 

31 therapeutic effect for such disease, subject to the conditions 

32 and restrictions the board deems necessary in the interests of 

33 the public health. However, this subsection does not indicate 

34 that self-medication for diseases other than those named in 

35 this subsection is safe and efficacious. 
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l Sec. 17. NEl-l SECTION. 2038.17 RULES HEARINGS. 

2 l. ,l'he board may adopt rules pursuant to chapter 17A for 

3 the efficient enforcement of this chapter. The board may make 

4 the rules adopted under this chapter conform, insofar as 

5 practicable, with those regulations adopted pursuant to the 

6 federal Act. 

7 2. Hearings authorized or required by this chapter shall 

8 be conducted by the board or by an officer, agent, or employee 

9 designated by the board. 

10 Sec. 18. NEW SECTION. 2038.18 INSPECTIONS. 

11 l. a. For purposes of enforcement of this chapter, the 

12 board or any of its authorized agents, upon presenting 

13 appropriate credentials to the owner, operator, or agent in 

l4 charge, may do both of the following: 

1 -_:;, (1) Enter at reasonable times any factory, warehouse, or 

16 other establishment in which drugs, devices, or cosmetics are 

17 manufactured, processed, packed, or held, for introduction 

18 into commerce or after such introduction; or enter a vehicle 

19 being used to transport or hold drugs, devices, or cosmetics 

20 in corrunerce. 

21 ( 2 ) Inspect at reasonable times and within reasonable 

22 limits and in a reasonab:e manner such a factory, warehouse, 

23 establishment, or vehicle and all pertinent equipment, 

24 finished and unfinished materials, containers, and labeling 

25 therein, and obtain samples necessary to the enforcement o~ 

26 this chapter. In the case of a factory, warehouse, 

27 establishment, or consulting laboratory in which prescription 

28 drugs are manufactured, processed, packed, or held, the 

29 inspection shall extend to all things therein, including 

30 records, files, papers, processes, controls, and facilities, 

31 bearing on whether prescription drugs or res:ricted devices 

32 which are adulterated or misbranded or which may not be 

33 manufactured, introdt:ced into corrunerce, or sold or offered for 

34 sale by reason of any provision of this chapter, have been or 

35 are being manufactured, processed, packed, :ransported, or 
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1 held in viola~:~n of or bearing on a violati.on of this 

2 chapter. An inspection authorized for prescription drugs by 

3 the preceding sentence shall not extend to financial data, 

4 sales data other than shipment data, pricing data, personnel 

5 data otner than data as to qualifications of technical and 

6 professional personnel performing funccions subject to this 

7 chapter, and research data other than data relating to new 

R drugs, and antibiotic drugs, and devices, and subject to 

9 reporting and inspection under regulations lawfully issued 

10 pursuant to section 505(i) or 505(j), or section 507(d) or 

ll 507(g), section 519, or section 520(g) of the federal Act, and 

12 data, relating to other drugs, or devices which in the case of 

13 a new drug would be subject to reporting or inspection under 

14 lawful regulations issued pursuant to section 505(j) of the 

15 federal Act. The inspection shafl be commenced and completed 

16 with reasonable promptness. 

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

18 (l) Pharmacies which mai~tain establishments in conform-

19 ance with laws of this state regulating the p~actice of 

20 pharmacy and medicine and which are regularly engaged in 

21 dispensing prescription drugs, or devices, upon prescription 

22 of practitioners licensed to administer the drugs or devices 

23 to patients under the care of the practitioners in the course 

24 of their professional practice, and which do not, either 

25 through a subsidiacy or otherwise, manufacture, prepare, 

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

27 other than in the regular course of their business of 

28 dispensing or selling drugs oc devices at retail. 

29 (2) Practitioners licensed by law to prescribe or 

30 administer drugs or prescribe or use devices, and who 

31 manufacture, prepare, propagate, compound, or process drugs, 

32 or manufacture or process devices solely for use in the course 

33 of their professional practice. 

34 (3) Persons who mar.u:acture, prepare, propagate, compound, 

35 or process drugs, or manufacture or process devices solely for 
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1 use in research, teaching, or chemical analysis and 110t for 

2 sale . 
.35:f.:>? 

3 ( 4 ) Other classes of persons the board exempts from the 

4 application of this section by rule upon a finding that 

5 inspection as applied to such classes of persons in accordance 

6 with this section is not necessary for the protection of the 

7 public health. 

8 2. Upon completion of an inspection of a factory, 

9 warehouse, consulting laboratory, or other establishment and 

10 prior to leaving the premises, the authorized agent making the 

ll inspection sltall give to the owner, operator, or agent in 

12 charge a report in writing setting forth any conditions or 

l3 practices observed by the authorized agent which, in the 

14 JUdgment of the authorized agent, indicate that any drug, 

15 device, or cosmetic in the establishment meets either of the 

16 following: 

17 a. Consists in whole or in part of a filthy, putrid, or 

18 decomposed substance. 

19 b. Has been prepared, packed, or held under insanitary 

20 conditions whereby it may have become contaminated with filth, 

21 or whereby it may have been rendered injurious to health. 

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

23 3. If the authorized agent making an inspection of a 

24 factory, warehouse, or other establishment has obtained a 

25 sample in the course of the inspection, upon completion of the 

26 inspection and prior to leaving the premises the authorized 

27 agent shall give to the owner, operator, or agent in charge a 

28 receipt describing the sample obtained. 

29 4. A person required under this chapter or section 519 or 

30 520(g) of the federal Act to maintain records and a person who 

31 is in charge or custody of such records shall, upon request of 

32 an authorized agent designated by the board, permit the 

33 authorized agent at all reasonable times to have access and to 

34 copy and verify such records. 

35 5. For the purposes of enforcing this chapter, carrlers 
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1 engaged in cc~·2rce, and persons receiving drugs, devices, or 

2 cosmetics in commerce or holding stach articles so received, 

3 shall, upon the request of a duly authorized agent of the 

4 board, permit the agent, at reasonable times, to have access 

5 to and to copy a:l records showing the movement in commerce of 

6 a drug, device, or cosmetic, or the holding thereof during or 

7 after such movement, and the quantity, shipper, and consignee 

8 thereof. It is unlawful for any such carrier or person to 

9 fail to permit such access to and copying of any such record 

10 so requested when the request ls accompanied by a statement in 

ll writing specifying the nature or kind of drug, device, or 

12 cosmetic to which the request relates. 

13 6. Evidence obtained under :his section or evidence which 

14 lS directly or indirectly derived from such evidence obtained 

15 under this section, shall not be used in a criminal 

16 prosecution of the person from whom the evidence was obtained; 

17 and carriers are not subject to the other provisions of this 

18 chapter by reason of their receipt, carriage, holding, or 

19 delivery of drugs, devices, or cosmetics in the usual course 

20 of business as carriers. 

21 Sec. 19. NEW SECTION. 2038.19 PUBLICITY. 

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

23 reports sum.'llarizing all j:Jdgments, decrees, and court orders 

24 which have been rendered under this chapter, including the 

25 nature of the charges and their disposition. 

26 2. The board may also cause to be disseminated information 

27 regarding drugs, devices, or cosmetics, in situations 

28 involving, in the opinion of the board, imminent danger to 

29 health, or gross deception of the consumer. This section does 

30 not prohibit the board from collecting, reporting, and 

,_ , 31 illustrating the results of investigations by the board . 
. ,.$"<(0? 

32 Sec. 20. Section 125.2, subsection 3, Code 1989, is 

33 amended to read as follows: 

34 3. ''Chemical substance'' means alcohol, wine, spirits~ and 

35 beer as defined in chapter 123 and drugs as defined in section 
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l ~e3A~~ 2038.2, subsection 3 z, which when used improperly 

2 could result 

3 Sec. 21. 

4 follows: 

in chemical dependency. 

Section 147.99, Code 1989, 

5 147.99 DUTIES OF SECRETARY. 

is ame~ded to read as 

6 The secretary of the board of pharmacy examiners shall, 

7 upon the direction of 5a±d-e~effi±ne~~ the board, make 

8 inspections of alleged violations of the provisions of this 

9 title relative to the practice of pharmacy and of chapters ~63 

10 2038, 204, and 205. Sa±d The secretary shall be allowed 

11 necessary traveling and hotel expenses in making such 

12 inspections. 

13 Sec. 22. Section l55A.l2, subsection 9, Code 1989, is 

14 amended to read as follows: 

15 9. Been convicted of an offense or subjected to a penalty 

16 or fine for violation of chapter 147, ~93 7 -~93A 2038, 204, or 

17 the Federal Food, Drug and Cosmetic Act. A plea or verdict of 

18 guilty, or a conviction following a plea of nolo contendere, 

19 is deemed to be a conviction within the meaning of this 

20 section. 

21 Sec. 23. Section 159.6, subsection 8, Code 1989, is 

22 amended to read as follows: 

23 8. Regulation and inspection of foods, drugs, and other 

24 articles, Title X, but chapters 293 2038, 204 and 205 of se±d 

25 that title shall be enforced as ~he~e±n provided in those 

26 chapters. 

27 Sec. 24. Section 189.2, subsection l, Code 1989, is 

28 amended to read as follows: 

29 1. Execute and enforce this title, except chapters 293, 

30 ~93A 203B, 204, 204A and 205, 

31 Sec. 25. Section 203A.2l, subsection 3, Code 1989, 1s 

32 amended to read as follows: 

33 3. The board may seek relief pursuant to section ~63A.4 

34 2038.4 restraining any person from violating the provisions of 

35 this section. In acdition to granting a temporary or 
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1 permanent iilj:~··;tion, the court may impose a civil penalty ~ot 

2 to exceed forty thousand dollars per violation of this 

3 section. 

4 Sec. 26. Section ?.05.11, Code 1989, is amended to read as 

S follows: 

6 205.11 ENFORCEMENT. 

7 The provisions of this chapter and chapters ~63 2038 and 

8 204 shall be administered and enforced by the board of 

9 pharmacy examiners. In discharging any duty or exercising any 

10 power under ~a±d those chapters, the board of ?harmacy 

ll examiners shall be governed by all the provisions of chapter 

12 189, which govern the department of agriculture and land 

13 stewardship when discharging a similar duty or exercising a 

14 similar power with reference to any of the articles dealt with 

15 in this title, to the extent that chapter 189 is not 

16 inconsistent with this chapter and chapters 2038 and 204. 

17 Sec. 27. Section 205.12, Code 1989, is amended to read as 

18 follows: 

19 205.12 CHEMICAL ANALYSIS OF DRUGS. 

20 Any chemical analysis deemed necessary by the board of 

21 pharmacy examiners in the enforcement of this chapter and 

22 chapters 263 203B and 204 shall be made by the department of 

23 agriculture and land stewardship when requested by said the 

24 board of pharmacy examiners. 

25 Sec. 28. Section 205.13, Code 1989, is amended to read as 

26 follows: 

27 205.13 APPLICABILITY OF OTHER STATUTES. 

28 Insofar as applicable the provisions of chapter 189, shall 

29 apply to the articles dealt with in this chapter and chapters 

30 ~63 203B and 204. The powers vested in the department of 

31 agriculture and land stewardship by sa~d chapter 189 shall be 

32 deemed for the purpose of this chapter and chapters 263 2038 

33 and 204 to be vested in the board of pharmacy examiners. 

34 Sec. 29. Section 331.756, subsection 40, Code 1989, is 

35 amended to read as follows: 
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1 40. Prosecute violations of the Iowa drug, device, and 

2 cosmetic Act as requested by the board of pharmacy examiners 

3 as provided in section ~83A7~ 2038.7. 

4 Sec. 30. REPEALS. 

5 1. Chapter 203, Code 1989, is repealed. 

6 2. Sections 203A.l through 203A.20, Code 1989, are 

7 repealed. 
8 Sec. 31. CODE EDITOR TRANSFER. The Code editor shall 

9 transfer section 203A.21, Code 1989, to the new chapter 203B 

10 created by this Act. 
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S-3580 
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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 2038.10." 

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

4. Page 22, by striking lines 26 through 34. 
5. 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 line 31 the 
following: 

"Sec. NEW SECTION. 2038.20 CHAPTER NOT 
APPLICABLE TO COMMERCIAL FEED. 

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

8. 3y renumbering as necessary. 
By CO~~IT7EE 0~ HUMAN RESOURCES 

BEVERLY A. HANNON, Cha1rperson 
S-3580 FILED APRIL 6, 1989 
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HOUSE FILE 343 
S-3684 

l Amend the amendment, S-3580, to House File 343, as 
2 amended, passed, and reprinted by the House, as 
3 follows: 
4 l. Page 1, by 

ing: 
inserting before line 3 the follow-

5 
6 
7 
8 

" Page 2, lines 6 and 7, by striking the 
words "or animal". 

9 animal". 
Page 2, line 9, by st~iking the words ·"or 

10 Page 2, line 11, by striking the words "or 
11 animal". 
12 
13 
14 

Page 2, lines 21 and 22, by striking the 
words "or animal". 

15 animal". 
Page 2, line 24, by striking the words 

16 Page 3, by striking 
17 Page 3, line 10, by 

lines 6 through 8. 
striking the words 

18 "except a new animal drug,". 
19 Page 3, line 20, by striking the words 

••or 

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 
26 lowing: 

after line 9 the fol-

27 " Page 
28 animals"." 

22, line 11. by striking the words .. or 

29 3. Page 1, 
30 lowing: 

by inserting after line 26 the fol-

31 "Sec. NEW SECTION. 2038.21 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. RIORDAN 

• I 



SENATE AMENDMENT TO HOUSE FILE 343 ,e H-4051 
1 Amend Bouse 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". 
9 4. Page 2, lines 21 and 22, by striking the words 

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 animal". 
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 following: 

'& 26 "e. Prescription drug samples dispensed by a 
~ 27 practitioner licensed by law to administer such drugs 

28 are exempt from section 203B.l0." 
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 

APage 2 W 1 use for animals and not for humans." 
2 19. By renumbering as necessary. 

RECEIVED FROM THE SENATE 
H-4051 FILED APRIL 17, 1989, 
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PUBLIC HEALTH/BOARD OF 

PHARMACY EX~~INERS BILL) 
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Passed Senate, Date 
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A BILL FOR 
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l Section l. NEW SECTION. 2038.1 TITLE. 

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

3 Cosmetic Act''. 

4 Sec. 2. NEW SECTION. 2038.2 DEFINITIONS --

5 APPLICABILITY. 

6 As used in this chapter, unless the context otherwise 

7 requires: 

8 1. "Advertising" 

9 any manner or by any 

means any representation disseminated in 

means, other than by labeling, for the 

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

11 indirectly, the purchase of drugs, devices, or cosmetics. 

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

13 3. "Contaminated with filth" means not securely protected 

14 from dust, dirt, and as far as is necessary by all reasonable 

15 means, from all foreign or injurious contaminations. 

16 4. "Cosmetic" means any of the following, but does not 

17 include soap: 

18 a. An article intended to be rubbed, poured, sprinkled, or 

19 sprayed on, introduced into, or otherwise applied to the human 

20 body or any part of a human body for cleaning, beautifying, 

21 promoting attractiveness, or altering the appearance. 

22 b. An article intended for use as a component of an 

23 article defined in paragraph •a•. 

24 5. "Counterfeit drug• means a drug which, or the container 

25 or labeling of which, without authorization, bears the 

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

27 device, or any such likeness, of a drug manufacturer, 

28 processor, packer, or distributor other than the person or 

29 persons who in fact manufactured, processed, packed, or 

30 distributed the drug and which falsely purports or is 

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

32 distributed by, such other drug manufacturer, processor, 

33 packer, or distributor. 

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

35 machine, contrivance, implant, in vitro reagent, or other 
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l similar or related article, including any component, part, or 

2 accessory of any of these, which is any of the following: 

3 a. Recognized as a device in the official United States 

4 Pharmacopoeia National Formulary or any supplement to it. 

5 b. Intended for use in the diagnosis of diseases or other 

6 conditions, or in the cure, mitigation, treatment, or 

7 prevention of diseases or other conditions in a human or other 
8 animals. 

9 c. Intended to affect the structure or any function of the 

11 

12 

13 

14 

10 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. 

15 

16 

17 

18 

19 

20 

21 

22 

23 

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. 

24 c. An article, other than food, intended to affect the 

25 structure or any function of the body of a human or other 
26 animals. 

27 

28 

29 

30 

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. S 301 et seq. 

31 

32 

33 
34 

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 

35 any word, statement, or other information appear on the label 
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l ~s not complied with unless the word, statement, or other 

2 information also appears on the outside container or wrapper 

3 of the retail package of the article, or is easily legible 

4 through the outside container or wrapper. 

5 11. "Labeling" means all labels and other written, 

6 printed, or graphic matter upon an article or any of its 

7 containers or wrappers, or accompanying an article. 

8 12. "New animal drug" means any drug intended for use for 

9 animals and not for humans, including any drug intended for 

10 use in animal feed. 

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

12 a. 
l3 which 

Any drug, except a new animal drug, the composition of 

is such that the drug is not generally recognized among 

14 experts qualified by scientific training and experience to 

15 evaluate the safety and effectiveness of drugs, as safe and 

16 effective for use under the conditions prescribed, 

17 recommended, or suggested in its labeling, except that a drug 

18 not so recognized is not a new drug if at any time prior to 

19 the enactment of this chapter it was subject to the federal 

20 Act, and if at that time its labeling contained the same 

21 representations concerning the conditions of its use. 

22 b. Any drug, except a new animal drug, the composition of 

23 which is such that the drug, as a result of investigations to 

24 determine its safety and effectiveness for use under the 

25 conditions prescribed, recommended, or suggested in its 

26 labeling, has become recognized as safe and effective, but 

27 which has not, other than in such investigations, been used to 

28 a material extent or for a material time under the conditions 

29 prescribed, recommended, or suggested in its labeling. 

30 14. "Official compendium" means the official United States 

31 Pharmacopoeia National Formulary, official Homeopathic 

32 Pharmacopoeia of the United States, or any supplement to 

33 either document. 

34 15. "Person" means an individual, partnership, 

35 corporation, or association. 
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1 16. "Principal display panel" means that part of a label 

2 that is most likely to be displayed, presented, shown, or 

3 examined under normal and customary conditions of display for 

4 retail sale. 

5 17. "Safe" as used in this chapter has reference to the 

6 health of a human or animal. 

7 18. "Secretary" means the secretary of the United States 

8 department of health and human services. 

9 The provisions of this chapter regarding the selling of 

10 drugs, devices, or cosmetics are applicable to the 

11 manufacture, production, processing, packaging, exposure, 

12 offer, possession, and holding of any such article for sale; 

13 and the sale, dispensing, and giving of any such article, and 

14 the supplying or applying of any such article, in the conduct 

15 of any drug, device, or cosmetic establishment. 

16 

17 

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

The following acts and the causing of the acts within this 

18 state are unlawful: 

19 1. The introduction or delivery for introduction into 

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

21 or misbranded. 

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

23 cosmetic in commerce. 

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

25 that is adulterated or misbranded, and the delivery or 

26 proffered delivery thereof for pay or otherwise. 

27 4. The introduction or delivery for introduction into 

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

29 section 203B.l2 or 203B.l3. 

30 5. The dissemination of any false advertising. 

31 6. The refusal to permit entry or inspection, or to permit 

32 the taking of a sample or to permit access to or copying of 

33 any record as authorized by section 203B.l8; or the failure to 

34 establish or maintain any record or make any report required 

35 under section 512{j), 512{1), or 512{m) of the federal Act, or 
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1 the refusal to permit access to or verification or copying of 

2 any such required record. 

3 7. The manufacture within this state of a drug, device, or 

4 cosmetic that is adulterated or misbranded. 

5 8. The giving of a guaranty or undertaking referred to in 

6 section 203B.5, subsection 2, if the guaranty or undertaking 

7 is false, except by a person who relied upon a guaranty or 

8 undertaking to the same effect, signed by, and containing the 

9 name and address of, the person residing in this state from 

10 whom the person received the drug, device, or cosmetic in good 

ll faith. 

12 9. The removal or disposal of a detained or embargoed 

13 drug, device, or cosmetic in violation of section 2038.6, 

14 subsection l. 

15 10. The alteration, mutilation, destruction, 

16 obliteration, or removal of the whole or any part of the 

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

18 drug, device, or cosmetic, if the act is done while the 

19 article is held for sale, whether or not it would be the first 

20 sale, after shipment in commerce; and if the action results in 

21 the article being adulterated or misbranded. 

22 11. Forging, counterfeiting, simulating, or falsely 

23 representing, or without proper authority using a mark, stamp, 

24 tag, label, or other identification device authorized or 

25 required by rules or regulations adopted under this chapter or 

26 the federal Act. 

27 12. Making, selling, disposing of, or keeping in 

28 possession, control, or custody, or concealing a punch, die, 

29 plate, stone, or other thing designed to print, imprint, or 

30 reproduce the trademark, trade name, or other identifying 

31 mark, imprint, or device of another trademark, trade name, 

32 mark, imprint, or device or a likeness of any trademark, trade 

33 name, mark, imprint, or device upon a drug or drug container 

34 or the labeling thereof so as to render the drug a counterfeit 

35 drug. 
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doing of an act which causes a drug to be a 

drug, or the sale or dispensing, or the holding 

dispensing, of a counterfeit drug. 

4 14. The use by a person to the person's own advantage, or 

5 the revealing, other than to the board or to the person's 

6 authorized representative or to the courts when relevant in a 

7 judicial proceeding under this chapter, of any information 

8 acquired under authority of this chapter concerning any method 

9 or process which as a trade secret is entitled to protection. 

10 15. The use, on the labeling of a drug or device or in 

11 advertising relating to a drug or device, of a representation 

12 or suggestion that approval of an application with respect to 

13 the drug or device is in effect under section 203B.l2 or 

14 sections 505, 515, or 520(g) of the federal Act, or that the 

15 drug or device complies with the provisions of any of those 

16 sections. ,e 17 

18 

16. The use, in labeling, advertising, or other sales 

promotion of a reference to a report or analysis furnished in 

19 compliance with section 203B.l8 or section 704 of the federal 

20 Act. 

21 17. If a prescription drug is distributed or offered for 

22 sale in this state, the failure of the manufacturer, packer, 

23 or distributor of the prescription drug to maintain for 

24 transmittal, or to transmit, to any practitioner licensed by 

25 applicable law to administer the drug who makes written 

26 request for information as to the drug, true and correct 

27 copies of all printed matter which is required to be included 

28 in any package in which that drug is distributed or sold, or 

29 such other printed matter as is approved under the federal 

30 Act. This subsection does not exempt any person from a 

31 labeling requirement imposed by or under this chapter. 

32 18. a. Placing or causing to be placed upon any drug or 

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

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

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

2 b. Selling, dispensing, disposing of; causing to be sold, 

3 dispensed, or disposed of; or concealing or keeping in 

4 possession, control, or custody, with intent to sell, 

5 dispense, or dispose of, a drug, device, or container thereof, 

6 with knowledge that the trademark, trade name, or other 

7 identifying mark or imprint of another trademark, trade name, 

8 mark, or imprint or any likeness of any trademark, trade name, 

9 mark, or imprint has been placed thereon in a manner 

10 prohibited by paragraph ''a". 

ll c. Making, selling, disposing of; causing to be made, 

12 sold, or disposed of; keeping in possession, control, or 

13 custody; or concealing with intent to defraud any punch, die, 

14 plate, stone, or other thing designed to print, imprint, or 

15 reproduce the trademark, trade name, or other identifying 

16 mark, 

17 mark, 

18 mark, 

19 so as 

imprint, or device of another trademark, trade name, 

or imprint or any likeness of any trademark, trade name, 

or imprint upon a drug or container or labeling thereof 

to render the drug a counterfeit drug. 

The failure to register in accordance with section 510 

21 of the federal Act, the failure to provide any information 

20 19. 

22 required by section 5lO(j) or SlO(k) of the federal Act, or 

23 the failure to provide a notice required by section 510(j)(2) 

24 of the federal Act. 

25 20. a. The failure or refusal to: 

26 (1) Comply with a requirement prescribed under section 518 

27 or 520(g) of the federal Act. 

28 (2) Furnish any notification or other material or 

29 information required by or under section 519 or 520(g) of the 

30 federal Act. 

31 b. 

32 report 

With respect to any device, the submission of any 

required by or under this chapter that is false or 

33 misleading in any material respect. 

34 21. The movement of a device in violation of an order 

35 under section 304(g) of the federal Act or the removal or 
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l alteration of any mark or label required by the order to 

2 identify the device as detained. 

3 22. The failure to provide the notice required by section 

4 412(b) or 412(c) of the federal Act, the failure to make the 

5 reports required by section 412(d)(l)(B) of the federal Act, 

6 or the failure to meet the requirements prescribed under 

7 section 412(d)(2) of the federal Act. 

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

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

10 court has jurisdiction upon hearing and for cause shown to 

11 grant, a temporary or permanent injunction restraining any 

12 person from violating any provision of section 203B.3 whether 

13 or not there exists an adequate remedy at law. 

14 Sec. 5. NEW SECTION. 2038.5 PENALTIES AND GUARANTY. 

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

16 guilty of a serious misdemeanor; but if the violation is 

17 committed after a conviction of the person under this section 

18 has become final, the person is guilty of an aggravated 

19 misdemeanor. 

20 2. A person is not subject to the penalties of subsection 

21 l if the person establishes a guaranty or undertaking signed 

22 by, and containing the name and address of another person 

23 residing in this state from whom the person received the 

24 article in good faith, to the effect that the article is not 

25 adulterated or misbranded. 

26 3. A publisher, radio-broadcast licensee, or agency or 

27 medium which disseminates false advertising, except the 

28 manufacturer, packer, distributor, or seller of the article to 

29 which false advertising relates, is not liable under this 

30 section for the dissemination of the false advertising, unless 

31 the person has refused, on the request of the board, to 

32 furnish the board the name and post office address of the 

33 manufacturer, packer, distributor, seller, or advertising 

34 agency, residing in this state which caused the person to 

35 disseminate the advertisement. 
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l Sec. 6. NEW SECTION. 2038.6 EMBARGO. 

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

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

4 adulterated or so misbranded as to be dangerous or fraudulent, 

5 within the meaning of this chapter, or is in violation of 

6 section 203B.l2 or 2038.13, the agent shall affix to the 

7 article a tag or other appropriate marking, giving notice that 

8 the article is, or is suspected of being, adulterated or 

9 misbranded and has been detained or embargoed, and warning all 

10 persons not to remove or dispose of the article by sale or 

11 otherwise until permission for removal or disposal is given by 

12 an authorized agent or the court. It is unlawful for a person 

13 to rereove or dispose of the detained or embargoed article by 

14 sale or otherwise without such permission. 

15 2. When an article is adulterated or misbranded or lS in 

16 violation of section 203B.l2 or 203B.l3 and has been detained 

17 or embargoed, a petition may be filed with the district court 

18 in whose jurisdiction the article is located, detained, or 

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

20 duly authorized agent has found that an article which is 

21 embargoed or detained is not adulterated or misbranded, the 

22 agent shall remove the tag or other marking. 

23 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 conditioned 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 
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l under the supervision of a duly authorized agent of the board. 

2 The expense of supervision shall be paid by the claimant. The 

3 article shall be returned to the claimant and the bond shall 

4 be discharged on the representation to the court by the board 

5 that the article is no longer in violation of this chapter, 

6 and that the expenses of supervision have been paid. 

7 
8 

9 

10 

11 

12 

13 

14 

15 
16 

17 

18 

19 

20 

21 

Sec. 7. NEW SECTION. 2038.7 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 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 

contemplated shall be given appropriate notice and an 

opportunity to present the person's views before the board 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. 2038.8 MINOR VIOLATIONS, 

22 

23 
24 

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 

25 public interest will be adequately served in the circumstances 
26 by a suitable written notice or warning. 

27 Sec. 9. NEW SECTION. 2038.9 DRUGS AND DEVICES --

28 ADULTERATION. 

29 A drug or device is adulterated under any of the following 

30 circumstances: 

31 l. a. If it consists in whole or in part of any filthy, 

32 putrid, or decomposed substance. 

33 b. If it has been produced, prepared, packed, or held 

34 under insanitary conditions whereby it may have been 

35 contaminated with filth, or whereby it may have been rendered 
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l injurious to health. 

2 c. If it is a drug and the methods used in, or the 

3 facilities or controls used for its manufacture, processing, 

4 packing, or holding do not conform to or are not operated or 

5 administered in conformity with current good manufacturing 

6 practice to assure that the drug meets the requirements of 

7 this chapter as to safety and has the identity and strength, 

8 and meets the quality and purity characteristics, which it 

9 purports or is represented to possess. 

10 d. If its container is composed, in whole or part, of any 

ll poisonous or deleterious substance which may render the 

12 contents injurious to health. 

13 2. If it purports to be or is represented as a drug, the 

14 name of which is recognized in an official compendium, and its 

15 strength differs from, or its quality or purity falls below, 

16 the standards set forth in the official compendium. A 

17 determination as to strength, quality, or purity shall be made 

18 in accordance with the tests or methods of assay set forth in 

19 the official compendium, or in the absence of or inadequacy of 

20 such tests or methods of assay, those prescribed under 

21 authority of the federal Act. A drug defined in an official 

22 compendium is not adulterated under this subsection because it 

23 differs from the standard of strength, quality, or purity set 

24 forth in the official compendium, if its difference in 

25 strength, quality, or purity from such standards is plainly 

26 stated on its label. If a drug is recognized in both the 

27 United States Pharmacopoeia National Formulary and the 

28 Homeopathic Pharmacopoeia of the United States it is subject 

29 to the United States Pharmacopoeia National Formulary unless 

30 it is labeled and offered for sale as a homeopathic drug, in 

31 which case it is subject to the Homeopathic Pharmacopoeia of 

32 the United States and not to the United States Pharmacopoeia 

33 National Formulary. 

34 3. If it is not subject to subsection 2 and its strength 

35 differs from, or its purity or quality falls below, that which 
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represented to possess. l it purports or is 
2 4. If it is a drug and any substance has been mixed or 

3 packed with it so as to reduce its quality or strength, or any 
4 substance has been substituted for it wholly or in part. 

5 5 • If it 

6 device which 
is, or purports 

is subject to a 

to be or is 

performance 

represented as, a 

standard established 

7 under section 514 of the federal Act, unless the device is in 

8 all respects in conformity with such standard. 

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

11 7. If it is a device and the methods used in, or the 
12 facilities or controls used for its manufacture, packing, 

13 storage, or installation are not in conformity with applicable 

14 requirements under section 520(f)(l) of the federal Act or an 

15 applicable condition as prescribed by an order under section 

16 520(f)(2) of the federal Act. 

~ 17 8. If it is a device for 
,.., 18 granted under section 520(g) 

which an exemption has 

of the federal Act for 

been 

e 

19 investigational use and the person who was granted the 
20 exemption or any investigator who uses the device under the 

21 exemption fails to comply with a requirement prescribed by or 
22 under that section. 

23 Sec. 10. NEW SECTION. 2038.10 DRUGS AND DEVICES --

24 MISBRANDING -- LABELING. 

25 A drug or device is misbranded under any of the following 
26 circumstances: 

27 l. If its labeling is false or misleading in any 
28 particular. 

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

31 a. The name and place of business of the manufacturer, 
32 

33 

34 

35 

packer, or distributor. 

b. An accurate statement of the quantity of the contents 

numerical count. in terms of weight, measure, or 

However, under paragraph "a" reasonable variations shall be 
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1 permitted, and exemptions as to small packages shall be 

2 allowed, in accordance with rules adopted by the board. 

3 3. If any word, statement, or other information required 

4 by or under the authority of this chapter to appear on the 

5 label or labeling is not prominently placed thereon with such 

6 conspicuousness, as compared with other words, statements, 

7 designs, or devices, in the labeling, and in such terms as to 

8 render it likely to be read and understood by the ordinary 

9 individual under customary conditions of purchase and use. 
10 4. If it is for use by humans and contains any quantity of 

ll the narcotic or hypnotic substance alpha-eucaine, barbituric 

12 acid, beta-eucaine, bromal, cannabis, carbromal, chloral, 

13 coca, cocaine, codeine, heroin, marijuana, morphine, opium, 

14 paraldehyde, peyote, or sulphonmethane; or any chemical 

15 derivative of such a substance, which derivative, after 

16 investigation, has been designated as habit forming, by rules 

17 adopted by the board under this chapter or by regulations 

18 adopted by the secretary pursuant to section 502(d) of the 

19 federal Act; unless its label bears the name and quantity or 

20 proportion of such substance or derivative and in 

21 juxtaposition therewith the statement ''Warning 

22 Forming.'' 

May Be Habit 

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

24 apply: 
25 (l) Its label bears, to the exclusion of any other 
26 nonproprietary name except the applicable systematic chemical 

27 name or the chemical formula: 
28 (a) The established name of the drug, as specified in 

29 paragraph "c", if such exists; and 

30 (b) If the drug is fabricated from two or more 

31 ingredients, the established name and quantity of each active 

32 ingredient, including the quantity, kind, and proportion of 

33 any alcohol, and also including, whether active or not, the 

34 established name and quantity or proportion of any bromides, 

35 ether, chloroform, acetanilide, acetophenetidin, amidopyrine, 
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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 or 

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 

19 federal Act. 
20 b. If it is a device and it has an established name, 

21 unless its label bears, to the exclusion of any other 
22 nonproprietary name, its established name, as defined in 

23 paragraph "d", prominently printed in type at least half as 

24 large as that used thereon for any proprietary name or 

25 designation for the device, except that to the extent 

26 compliance with this paragraph is impracticable, exemptions 

27 shall be allowed under rules or regulations adopted by the 

28 board or the secretary under the federal Act. 

29 c. As used in 
30 with respect to a 

31 following: 

32 ( l) The 

paragraph "a", the term "established name", 

drug or ingredient thereof, means one of the 

name designated pursuant to 

A 33 section 508 

If 

applicable official 

of the federal Act. 

• 34 (2) no such official name exists and the drug or 

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

2 (3) If neither subparagraph (l) nor (2) applies, then the 

3 common or usual name, if any, of the drug or ingredient. 

4 However, if subparagraph (2) applies to an article recognized 

5 in the United States Pharmacopoeia National Formulary and in 

6 the Homeopathic Pharmacopoeia of the United States under 

7 different official titles, the official title used in the 

8 United States Pharmacopoeia National Formulary applies unless 

9 it is labeled and offered for sale as a homeopathic drug, in 

10 which case the official title used in the Homeopathic 

11 Pharmacopoeia of the United States applies. 

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

13 with respect to a device means one of the following: 

14 {1) The applicable official name of the device pursuant to 

15 section 508 of the federal Act. 

16 (2) If no such official name exists and the device is an 

17 article recognized in an official compendium, then its 

18 official title in the compendium. 

19 (3) If neither subparagraph (l) nor (2) applies, then any 

20 common or usual name of the device. 

21 6. Unless its labeling bears both of the following: 

22 a. Adequate directions for use. 

23 b. Adequate warnings against use in those pathological 

24 conditions, or by children, where its use may be dangerous to 

25 health, or against unsafe dosage or methods or durations of 

26 administration or application, in the manner and form 

27 necessary for the protection of users. 

28 However, if a requirement of paragraph "a", as applied to a 

29 drug or device, is not necessary for the protection of the 

30 public health, the board or the secretary shall adopt rules or 

31 regulations exempting the drug or device from that 

32 requirement. 

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

34 recognized in an official compendium, unless it is packaged 

35 and labeled as prescribed in the official compendium. 
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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 is subject to the requirements of the United States 
Pharmacopoeia National Formulary with respect to packaging ar.d 

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 

ll an inconsistency exists between this subsection and subsection 

12 5 as to the name by which the drug or its ingredients shall be 

13 designated, subsection 5 prevails. 
14 8. If it has been found by the board or the secretary to 

15 be a drug liable to deterioration, unless it is packaged in 

16 the form and manner, and its label bears a statement of the 

17 precautions that the board or the secretary by rule or 

18 regulation requires as necessary for the protection of public 

19 health. Such a rule or regulation shall not be established 

20 for a drug recognized in an official compendium until the 

21 board or the secretary has informed the appropriate body 

22 charged with the revision of the official compendium of the 

23 need for such packaging or labeling requirements and that body 

24 has failed within a reasonable time to prescribe such 

25 requirements. 
26 9. a. If it is a drug and its container is so made, 

27 formed, or filled as to be misleading. 

28 

29 

30 

31 

32 

33 

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. 

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

2 a. It is from a batch with respect to which a certificate 

3 or release has been issued pursuant to section 506 of the 

4 federal Act. 

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

6 the drug. 

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

8 drug, except a drug for use in animals and not in humans, 

9 composed wholly or partly of any kind of penicillin, 

10 streptomycin, chlortetracycline, chloramphenicol, bacitracin, 

11 or any other antibiotic drug, or any derivative thereof, 

12 unless both of the following apply: 

13 a. It is from a batch with respect to which a certificate 

14 or release has been issued pursuant to section 507 of the 

15 federal Act. 

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

17 the drug. 

18 However, this subsection does not apply to any drug or 

19 class of drugs exempted by regulations adopted under section 

20 507(c) or 507(d) of the federal Act. 

21 13. If it is a color additive, the intended use of which 

22 ~s for the purpose of coloring only, unless its packaging and 

23 labeling are in conformity with the packaging and labeling 

24 requirements applicable to that color additive, as contained 

25 in regulations adopted under section 706 of the federal Act. 

26 14. If it is a prescription drug distributed or offered 

27 for sale in this state, unless the manufacturer, packer, or 

28 distributor includes in all advertising and other descriptive 

29 printed matter issued or caused to be issued by the 

30 manufacturer, packer, or distributor with respect to the 

31 prescription drug a true statement of all of the following: 

32 a. The established name as defined in subsection 5, 

33 printed prominently and in type at least half as large as that 

34 used for any trade or brand name thereof. 

35 b. The formula showing quantitatively each ingredient of 
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1 the prescription drug to the extent required for labels under 
2 subsection 5. 

3 c. Other information in brief summary relating to side 

4 effects, contraindications, and effectiveness as required in 

5 regulations adopted pursuant to section 70l(e} of the federal 
6 Act. 

7 15. If it was manufactured, prepared, propagated, 
8 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 SlO(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 SlO(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 SlO(e) of the federal Act that are required by 

16 regulation. 

17 16. If it is a drug and its packaging or labeling is in 

18 violation of an applicable regulation 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, or 

23 imprint or any likeness of the foregoing has been placed 

24 thereon or upon its container 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. In the case of a restricted device distributed or 
34 offered for sale in this state, unless the manufacturer, 

35 packer, or distributor includes in all advertising and other 
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1 descriptive printed matter issued by the manufacturer, packer, 

2 or distributor with respect to the device both of the 

3 following: 

4 a. A true statement of the device's established name as 

5 defined in subsection 5, printed prominently and in type at 

6 least half as large as that used for any trade or brand name 

7 thereof. 

8 b. A brief statement of the intended uses of the device 

9 and relevant warnings, precautions, side effects, and 

10 contraindications; and in the case of a specific device made 

11 subject to regulations adopted pursuant to the federal Act, a 

12 full description of the components of the device or the 

13 formula showing quantitatively each ingredient of the device 

14 to the extent required in regulations under the federal Act. 

15 20. If it is a device subject to a performance standard 

16 established under section 514 of the federal Act, unless it 

17 bears labeling as prescribed in that performance standard. 

18 21. If it is a device and there was a failure or refusal 

19 to comply with any requirement prescribed under section 518 of 

20 the federal Act respecting the device, or to furnish materia: 

21 required by or under section 519 of the federal Act respecting 

22 the device. 

23 If an article is alleged to be misbranded because the 

24 labeling or advertising is misleading, then in determining 

25 whether the labeling or advertising is misleading, there shall 

26 be taken into account, among other things, not only 

27 representations made or suggested by statement, word, design, 

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

29 which the labeling or advertising fails to reveal facts 

30 material in the light of such representations, or material 

31 with respect to consequences which may result from the use of 

32 the article to which the labeling or advertising relates, 

33 under the conditions of use prescribed in the labeling or 

34 advertising or under customary or usual conditions of use. 

35 The representation of a drug, in its labeling, as an 
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1 antiseptic shall be considered to be a representation that it 

2 is a germicide, except in the case of a drug purporting to be, 

3 or represented as, an antiseptic for inhibitory use as a wet 

4 dressing, ointment, dusting powder, or such other use as 

5 involves prolonged contact with the body. 
6 Sec. 11. NEW SECTION. 2038.11 EXEMPTIONS IN CASES OF 

7 DRUGS AND DEVICES-- DISPENSING BY PRESCRIPTION ONLY. 
8 1. The board shall adopt rules exempting from any labeling 

9 or packaging requirement of this chapter drugs and devices 

ll 

12 

13 

14 

15 

10 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. 

16 

17 

18 

19 

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. 

20 3. a. This lettered paragraph applies to a drug intended 

21 for use by humans which is any of the following: 

22 (1) Is a habit-forming drug to which section 2038.10, sub-

4 applies. 23 section 

24 

25 

26 

27 

28 

29 

30 

31 
32 

33 

34 

35 

(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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1 which is reduced promptly to writing and filed by the 

2 pharmacist, or by refilling any such written or oral 

3 prescription if the refilling is authorized by the prescriber 

4 either in the original prescription or by oral order which is 

5 reduced promptly to writing and filed by the pharmacist. The 

6 act of dispensing a drug contrary to this paragraph while the 

7 drug is held for sale results in the drug being misbranded. 

8 b. A drug dispensed by filling or refilling a written or 

9 oral prescription of a practitioner licensed by law to 

10 administer the drug is exempt from section 2038.10, except 

11 subsection 1, subsection 9, paragraphs "b" and ''c", and 

12 subsections 11 and 12, and the packaging requirements of 

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

14 the name and address of the dispenser, the serial number and 

15 date of the prescription or of its filling, the name of the 

16 prescriber, and, if stated in the prescription, the name of 

17 the patient, and the directions for use and cautionary 

18 statements, if any, contained in the prescription. This 

19 exemption does not apply to a drug dispensed in the course of 

20 the conduct of the business of dispensing drugs pursuant to 

21 diagnosis by mail, or to a drug dispensed in violation of 

22 paragraph "a" of this subsection. 

23 c. The board may, by rule, remove a drug subject to 

24 section 2038.10, subsection 4, and section 505 of the federal 

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

26 when such requirements are not necessary for the protection of 

27 the public health. 

28 d. A drug which 1s subject to paragraph "a" of this 

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

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

31 Prohibits Dispensing Without Prescription", or ''Caution: 

32 State Law Prohibits Dispensing Without Prescription". A drug 

33 to which paragraph "a" of this subsection does not apply is 

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

35 bears the caution statement quoted in the preceding sentence. 
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Sec. 12. NEW SECTION. 2038.12 NEW DRUGS. 

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

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

4 apply: 

5 a. An application with respect to the new drug has been 

6 approved and the approval has not been withdrawn under section 

7 505 of the federal Act. 

8 b. A copy of the letter of approval or approvability 

9 issued by the United States food and drug administration is on 

10 file with the secretary of the board, if the product is 

11 manufactured in this state. 

12 2. A person shall not use in human beings or animals a new 

13 drug or new animal drug limited to investigational use unless 

14 the person has filed with the United States food and drug 

15 administration a completed and signed "Notice of Claimed 

16 Investigational Exemption for a New Drug" form in accordance 

17 with 21 C.F.R. § 312.1 and the exemption has not been 

18 terminated. The drug shall be plainly labeled in compliance 

19 with section 505(i) or 507(d) of the federal Act. 

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

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

22 federal Act. 

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

Service Act of July 1, 1944, 42 U.S.C. § 201 et seq. or 24 Health 

25 

26 

27 

28 

29 

30 

31 

32 

33 

34 

35 

under the Animal Virus, Serum, Toxin, Antitoxin Act of March 

4, 1913, 21 u.s.c. § 151 et seq. 

Sec. 13. NEW SECTION. 2038.13 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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l Sec. 14. NEW SECTION. 2038.14 COSMETICS -- ADULTERATION. 

2 A cosmetic is adulterated if any of the following apply: 

3 1. It bears or contains a poisonous or deleterious 

4 substance which may render it injurious to users under the 

5 conditions of use prescribed in its labeling or under 

6 customary or usual conditions of use. However, this does not 

7 apply to coal-tar hair dye if the label of the dye bears the 

8 following legend conspicuously displayed: "Caution -- This 

9 product contains ingredients which may cause skin irritation 

10 on certain individuals and a preliminary test according to 

11 accompanying directions should first be made. This product 

12 must not be used for dyeing the eyelashes or eyebrows; to do 

13 so may cause blindness"; and the label bears adequate 

14 directions for the preliminary testing. For the purposes of 

15 this subsection and subsection 5, "hair dye" does not include 

16 eyelash dyes or eyebrow dyes. 

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

18 or decomposed substance. 

19 3. It has been produced, prepared, packed, or held under 

20 insanitary conditions whereby it may have become contaminated 

21 with filth, or whereby it may have been rendered injurious to 

22 health. 

23 4. Its container is composed, in whole or in part, of a 

24 poisonous or deleterious substance which may render the 

25 contents injurious to health. 

26 5. It is not a hair dye and it is, or it bears or contains 

27 a color additive which is, unsafe within the meaning of 

28 section 706(a) of the federal Act. 

29 Sec. 15. NEW SECTION. 2038.15 COSMETICS -- MISBRANDING. 

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

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

32 2. If in package form unless it bears a label containing 

33 both of the following: 

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

35 packer, or distributor. 
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1 b. An accurate statement of the quantity of the contents 

2 in terms of weight, measure, or numerical count, which 

3 statement shall be separately and accurately stated in a 

4 uniform location upon the principal display panel of the 

5 label. 

6 3. A word, statement, or other information required by or 

7 under the authority of this chapter to appear on the label or 

8 labeling is not prominently placed there with such 

9 conspicuousness, as compared with other words, statements, 

10 designs, or devices in the labeling, and in such terms as to 

11 render it likely to be read and understood by the ordinary 

12 individual under customary conditions of purchase and use. 

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

14 misleading. 

15 5. It is a color additive, unless its packaging and 

16 labeling are in conformity with the packaging and labeling 

~ 17 requirements applicable to that color additive prescribed 

18 under section 706 of the federal Act. This subsection does 

19 not apply to packages of color additives which, with respect 

20 to their use of cosmetics, are marketed and intended for use 

21 only in or on hair dyes, as specified in section 203B.14, 

22 subsection 1. 

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

24 applicable regulation adopted pursuant to section 3 or 4 of 

25 the federal Poison Prevention Packaging Act of 1970, 15 O.S.C. 

26 S 1471 et seq. 

27 The board shall adopt rules exempting from any labeling 

28 requirement of this chapter, cosmetics which are in accordance 

29 with the practice of the trade, to be processed, labeled, or 

30 repacked in substantial quantities at an establishment other 

31 than the establishment where they are originally processed or 

32 packed, on condition that such cosmetics are not adulterated 

33 or misbranded upon removal from the processing, labeling, or 

34 repacking establishment. Cosmetic labeling exemptions adopted 

35 under the federal Act apply to cosmetics in this state except 
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l as modified or rejected by 

2 Sec. 16. NEW SECTION. 

rules adopted by the board. 

2038.16 FALSE ADVERTISING. 

3 l. The advertising of a drug, device, or cosmetic is false 

4 

5 

6 

7 

8 

9 

if it lS false or misleading in any particular. 

2. For the purpose of this chapter, advertising is 

if it represents a drug or device to have any effect in 

diagnosis, 

disorders, 

disorders, 

prevention, or treatment of arthritis, blood 

bone or joint diseases, kidney diseases or 

cancer, diabetes, gall bladder disease or 

false 

the 

heart and vascular disease, high blood pressure, 

ll diseases or disorders of the ear, mental disease or mental 

12 retardation, degenerative neurological diseases, paralysis, 

13 prostate gland disorders, conditions of the scalp affecting 

14 hair loss, baldness, endocrine disorders, sexual impotence, 

15 tumors, venereal diseases, varicose ulcers, breast 

10 disorders, 

16 enlargement, purifying blood, metabolic disorders, immune 

17 system disorders or conditions affecting the immune system, 

18 extension of life expectancy, stress and tension, brain 

19 stimulation or performance, the body's natural defense 

20 mechanisms, blood flow, and depression. However, advertising 

21 not in violation of subsection 1 is not false under this 

22 subsection if it is disseminated only to members of the 

23 medical, dental, or veterinary professions, or appears only in 

24 the scientific periodicals of these professions, or is 

25 disseminated only for the purpose of public health education 

26 by persons not commercially interested, directly or 

27 indirectly, in the sale of such drugs or devices. However, if 

28 the board determines that an advance in medical science has 

29 made any type of self-medication safe as to any of the 

30 diseases named in this subsection, the board shall by rule 

31 authorize the advertising of drugs having curative or 

32 therapeutic effect for such disease, subject to the conditions 

33 and restrictions the board deems necessary in the interests of 

34 the public health. However, this subsection does not indicate 

35 that self-medication for diseases other than those named in 
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1 this subsection is safe and efficacious. 
2 

3 

Sec. 17. NEW SECTION. 2038.17 RULES HEARINGS. 

1. The board may adopt rules pursuant to chapter 17A for 

4 the efficient enforcement of this chapter. The board may make 

5 the rules adopted under this chapter conform, insofar as 

6 practicable, with those regulations adopted pursuant to the 

7 federal Act. 

8 2. Hearings authorized or required by this chapter shall 

9 be conducted by the board or by an officer, agent, or employee 

10 designated by the board. 

11 Sec. 18. NEW SECTION. 2038.18 INSPECTIONS. 

12 1. a. For purposes of enforcement of this chapter, the 

13 board or any of its authorized agents, upon presenting 

14 appropriate credentials to the owner, operator, or agent in 

15 charge, may do both of the following: 

~ 16 (1) Enter at reasonable times any factory, warehouse, or 

17 other establishment in which drugs, devices, or cosmetics are 

18 manufactured, processed, packed, or held, for introduction 

19 into commerce or after such introduction; or enter a vehicle 

20 being used to transport or hold drugs, devices, or cosmetics 

21 in commerce. 

22 (2) Inspect at reasonable times and within reasonable 

23 limits and in a reasonable manner such a factory, warehouse, 

24 establishment, or vehicle and all pertinent equipment, 

25 finished and unfinished materials, containers, and labeling 

26 therein, and obtain samples necessary to the enforcement of 

27 this chapter. In the case of a factory, warehouse, 

28 establishment, or consulting laboratory in which prescription 

29 drugs are manufactured, processed, packed, or held, the 

30 inspection shall extend to all things therein, including 

31 records, files, papers, processes, controls, and facilities, 

32 bearing on whether prescription drugs or restricted devices 

33 which are adulterated or misbranded or which may not be 

34 manufactured, introduced into commerce, or sold or offered for 

35 sale by reason of any provision of this chapter, have been or 
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1 are being manufactured, processed, packed, transported, or 

2 held in violation of or bearing on a violation of this 

3 chapter. An inspection authorized for prescription drugs by 

4 the preceding sentence shall not extend to financial data, 

5 sales data other than shipment data, pricing data, personnel 

6 data other than data as to qualifications of technical and 

7 professional personnel performing functions subject to this 

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

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

10 reporting and inspection under regulations lawfully issued 

ll pursuant to section 505(i) or SOS(j), or section 507(d) or 

12 507(g), section 519, or section 520(g) of the federal Act, and 

13 data, relating to other drugs, or devices which in the case of 

14 a new drug would be subject to reporting or inspection under 

15 lawful regulations issued pursuant to section 505(j) of the 

16 federal Act. The inspection shall be commenced and completed 

17 with reasonable promptness. 

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

19 (1) Pharmacies which maintain establishments in conform-

20 ance with laws of this state regulating the practice of 

21 pharmacy and medicine and which are regularly engaged in 

22 dispensing prescription 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 professional practice. 

35 (3) Persons who manufacture, prepare, propagate, compound, 
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l or process drugs, or manufacture or process devices solely for 

2 use in research, teaching, or chemical analysis and not for 

3 sale. 

4 (4) Other classes of persons the board 

5 application of this section by rule upon a 

exempts 

finding 

from the 

that 

6 inspection as applied to such classes of persons in accordance 

7 with this section is not necessary for the protection of the 
8 public health. 

9 2. Upon completion of an inspection of a factory, 

10 warehouse, consulting laboratory, or other establishment and 

ll prior to leaving the premises, the authorized agent making the 

12 inspection shall give to the owner, operator, or agent in 

13 charge a report in writing setting forth any conditions or 
14 practices observed by the authorized agent which, in the 

15 judgment of the authorized agent, indicate that any drug, 

16 device, or cosmetic in the establishment meets either of the 

17 following: 
18 a. Consists in whole or in part of a filthy, putrid, or 

19 decomposed substance. 
20 b. Has been prepared, packed, or held under insanitary 

21 conditions whereby it may have become contaminated with filth, 

22 or whereby it may have been rendered injurious to health. 

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

24 3. If the authorized agent making an inspection of a 

25 factory, warehouse, or other establishment has obtained a 

26 sample in the course of the inspection, upon completion of the 

27 inspection and prior to leaving the premises the authorized 
28 agent shall give to the owner, operator, or agent in charge a 

29 receipt describing the sample obtained. 
30 4. A person required under this chapter or section 519 or 

31 520(g) of the federal Act to maintain records and a person who 

32 is in charge or custody of such records shall, upon request of 

33 an authorized agent designated by the board, permit the 

34 authorized agent at all reasonable times to have access and to 

35 copy and verify such records. 
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l 5. For the purposes of enforcing this chapter, carriers 

2 engaged in commerce, and persons receiving drugs, devices, or 

3 cosmetics in commerce or holding such articles so received, 

4 shall, upon the request of a duly authorized agent of the 

5 board, permit the agent, at reasonable times, to have access 

6 to and to copy all records showing the movement in commerce of 

7 a drug, device, or cosmetic, or the holding thereof during or 

8 after such movement, and the quantity, shipper, and consignee 

9 thereof. It is unlawful for any such carrier or person to 

10 fail to permit such access to and copying of any such record 

ll so requested when the request is accompanied by a statement ln 

12 writing specifying the nature or kind of drug, device, or 

13 cosmetic to which the request relates. 

14 6. Evidence obtained under this section or evidence which 

15 is directly or indirectly derived from such evidence obtained 

16 under this section, shall not be used in a criminal 

17 prosecution of the person from whom the evidence was obtained; 

18 and carriers are not subject to the other provisions of this 

19 chapter by reason of their receipt, carriage, holding, or 

20 delivery of drugs, devices, or cosmetics in the usual course 

21 of business as carriers. 

22 Sec. 19. NEW SECTION. 2038.19 PUBLICITY. 

23 l. The board may cause to be published from time to time 

24 reports summarizing all judgments, decrees, and court orders 

25 which have been rendered under this chapter, including the 

26 nature of the charges and their disposition. 

27 2. The board may also cause to be disseminated information 

28 regarding drugs, devices, or cosmetics, in situations 

29 involving, in the opinion of the board, imminent danger to 

30 health, or gross deception of the consumer. This section does 

31 not prohibit the board from collecting, reporting, and 

32 illustrating the results of investigations by the board. 

33 Sec. 20. Section 125.2, subsection 3, Code 1989, is 

34 amended to read as follows: 

35 3. "Chemical substance" means alcohol, wine, spirits, and 
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1 beer as defined in chapter 123 and drugs as defined in section 

2 ~83A7~ 2038.2, subsection 3 z, which when used improperly 

3 could result 

4 Sec. 21. 
in chemical dependency. 

Section 147.99, Code 1989, is amended to read as 
5 follows: 

6 147.99 DUTIES OF SECRETARY. 

7 The secretary of the board of pharmacy examiners shall, 

8 upon the direction of ~aid-exami"e~~ the board, make 

9 inspections of alleged violations of the provisions of this 
10 title relative to the practice of pharmacy and of chapters %83 

11 2038, 204, and 205. Said The secretary shall be allowed 
12 necessary traveling and hotel expenses in making such 

13 inspections. 

14 Sec. 22. Section l55A.l2, subsection 9, Code 1989, is 

15 amended to read as follows: 

16 9. Been convicted of an offense or subjected to a penalty 

17 or fine for violation of chapter 147, i!83,-%83A 203B, 204, or 

18 the Federal Food, Drug and Cosmetic Act. A plea or verdict of 

19 guilty, or a conviction following a plea of nolo contendere, 

20 is deemed to be a conviction within the meaning of this 

21 section. 

22 Sec. 23. Section 159.6, subsection 8, Code 1989, is 

23 amended to read as follows: 

24 8. Regulation and inspection of foods, drugs, and other 

25 articles, Title X, but chapters %63 2038, 204 and 205 of ~aid 

26 that title shall be enforced as the~ei" provided in those 

27 chapters. 

28 

29 

30 

31 

32 

33 

34 

35 

Sec. 24. Section 189.2, subsection 1, Code 1989, is 

amended to read as follows: 

1. Execute and enforce this title, except chapters %63, 

%83A 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 ~83A~4 

2038.4 restraining any person from violating the provisions of 
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l this section. In addition to granting a temporary or 

2 permanent injunction, the court may impose a civil penalty not 

3 to exceed forty thousand dollars per violation of this 

4 section. 

5 Sec. 26. Section 205.11, Code 1989, lS amended to read as 

6 follows: 

7 205.11 ENFORCEMENT. 

8 The provisions of this chapter and chapters %93 203B and 

9 204 shall be administered and enforced by the board of 

10 pharmacy examiners. In discharging any duty or exercising any 

11 power under ~aid those chapters, the board of pharmacy 

12 examiners shall be governed by all the provisions of chapter 

13 189, which govern the department of agriculture and land 

14 stewardship when discharging a similar duty or exercising a 

15 similar power with reference to any of the articles dealt with 

16 in this title, to the extent that chapter 189 is not 

17 inconsistent with this chapter and chapters 203B and 204. 

18 Sec. 27. Section 205.12, Code 1989, is amended to read as 

19 follows: 

20 205.12 CHEMICAL ANALYSIS OF DRUGS. 

21 Any chemical analysis deemed necessary by the board of 

22 pharmacy examiners in the enforcement of this chapter and 

23 chapters %93 2038 and 204 shall be made by the department of 

24 agriculture and land stewardship when requested by ~a±d the 

25 board of pharmacy examiners. 

26 Sec. 28. Section 205.13, Code 1989, is amended to read as 

27 follows: 

28 205.13 APPLICABILITY OF OTHER STATUTES. 

29 Insofar as applicable the provisions of chapter 189 7 shall 

30 apply to the articles dealt with in this chapter and chapters 

31 r93 203B and 204. The powers vested in the department of 

32 agriculture and land stewardship by ~aid chapter 189 shall be 

33 deemed for the purpose of this chapter and chapters %93 203B 

34 and 204 to be vested in the board of pharmacy examiners. 

35 Sec. 29. Section 331.756, subsection 40, Code 1989, is 
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1 amended to read as follows: 

2 40. Prosecute violations of the Iowa drug, device, and 

3 cosmetic Act as requested by the board of pharmacy examiners 

4 as provided in section ~93A7~ 203B.7. 

5 Sec. 30. REPEALS. 

6 1. Chapter 203, Code 1989, is repealed. 

7 2. Sections 203A.l through 203A.20, Code 1989, are 

8 repealed. 

9 Sec. 31. CODE EDITOR TRANSFER. The Code editor shall 

10 transfer section 203A.21, Code 1989, to the new chapter 2038 

ll created by this Act. 

12 EXPLANATION 

13 This bill relates to the regulation of labeling, 

14 advertising, adulteration, misbranding, and dispensing of 

15 drugs, devices, and cosmetics by the board of pharmacy 

16 examiners. 

17 The bill repeals chapter 203, adulteration and labeling of 

18 drugs, and all of chapter 203A, the Iowa drug and cosmetic 

19 Act, except the newly enacted section prohibiting the sale of 

20 home testing kits for AIDS. The bill creates a new chapter 

21 2038, the Iowa drug, device, and cosmetic Act. 

22 The definitions in the new chapter are similar to those in 

23 section 203A.2 with a few changes, additions, and deletions. 

24 The list of prohibited acts is based on section 203A.3 with 

25 a few revisions and several additions. 

26 

27 

28 

29 

30 

31 

32 

33 

34 

35 

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.l0, 203A.l9(l), 

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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1 by prescription only, much of the material is new, but current 

2 provisions in sections 203.5 and 203A.20 are relevant. 

3 Provisions relating to new drugs are based in part on 

4 section 203A.ll with several changes. Requirements for 

5 approval at the state level are deleted. The section on new 

6 animal drugs is new. 

7 Sections on adulteration and misbranding of cosmetics are 

8 based on sections 203A.l2 and 203A.l3 with changes and 

9 additions. 

10 The section on false advertising is similar to section 

ll 203A.l4; section 203.4 is also relevant. 

12 The section relating to rules and hearings of the board of 

13 pharmacy examiners is based on section 203A.l5. The Iowa 

14 Administrative Procedure Act (chapter l7A) applies to 

15 rulemaking and other procedures of the board of pharmacy 

16 examiners. 

17 Inspection provisions are revised and expanded from those 

18 in section 203A.l6. 

19 The section on publicity is based on section 203A.l7 with 

20 revisions. 

21 Several amendatory sections are included to make necessary 

22 conforming 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.l), requirements for 

30 state level approval of certain new drugs (part of section 

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

32 requested by the board of pharmacy (section 203A.l8), and a 

33 requirement for manufacturers, packers, and distributors to 

34 file certain information with the board of pharmacy with 

35 respect to prescription drugs (part of section 203A.l9). 

-33-



····~· 

e 

1 

2 

3 

4 

5 

6 

7 

8 

s.F. 

BACKGROUND STATEMENT 
SUBMITTED BY THE AGENCY 

l:l.F. 

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. 

9 

11 

12 

2. The licensing of itinerant vendors of drugs called for 

10 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." 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 
24 

25 

26 

27 

28 

29 

30 

31 

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 Iowa 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. 
5. 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. 
32 6. Section 16 expands the current list of conditions for 

33 which drugs may not be advertised to the public. The expanded 
34 conditions include conditions of the scalp affecting hair 

35 loss. This is included to prevent fraudulent representations 
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l from being made relative to drugs to restore hair. 

2 7. The current language in section 203A.l9 is 

3 unenforceable because of the language in section 203A.20. All 

4 firms who market prescription drugs in Iowa are subject to the 

5 federal act. It is also unnecessary because federal 

6 requirements already relate to the items required by section 

7 203A.l9. 

8 8. The 

9 within the 

distribution of drugs, devices, and cosmetics 

state is constantly changing. There is a need to 

10 deal with the misbranding and adulteration of those drugs, 

ll devices, and cosmetics in a more effective, efficient manner. 

12 Having a statute which is essentially uniform with federal law 

13 will assist in that effort. This statute will also enable the 

14 state to protect its citizens against the health fraud and 

15 quackery claims being made for drugs, devices, and cosmetics 

16 where those claims cannot be substantiated by scientific 

17 evidence. 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 

33 

34 

35 
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HOUSE FILE ]4] 

AU AC'l' 

~ELATING TO TH£ LABEI.ING, ADVERTISING, AOULTER"TIOM, HIS­

BRANDING, AND DISPENSING OF DRUGS, Ot:VICI:S, AND COSME'l'ICS, 

PROVIDING P£NALTI£S, AND PROVIDING PROPERL'i fU:I.A1'£0 HATTERS. 

8£ IT ENACTED B~ THE GENERAL ASStMBLY OP THE STAT£ OF IOWA I 

Section 1. HEW SECTION, .ZDlB.l TITLE. 

Thia chaptar may be cited aa the •tow• Oru~. Device, and 
COSIIIet ic Act". 

Sec. 2. Ht:!! .. ..§ECTIOtL 2018 • .2 DBFUHTIONS 

APPLICABILITY, 

Aa uaed in this ch•pter, unleee the context otherwise 
requl res 1 

l. "Adven1sinq" mean& any representation disseminated in 

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

• • 
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purpose of inducin9, o' whlch ie likely to induce, directly or 

indirectly, the purchase of dru9a, devices, or cosmetics. 

2. ''Do~rd'' means the board of ph4cucy •ncaminers. 

l, "Cont41Z1inated with filu,• 111eana not securely protected 

fcoon dust, dirt, and as far as is neceaaary by all rea~onable 

means, fco:n all forei<jn or injurious contaminations. 

4. "Cosmetic" means any of tha followin9, btlt does not 

include soap: 

a. An article intended to be rubbed, poured, sprinkled, or 

sprayed on, introduced into, or otherwhe applied to the hufllan 

body or ~ny part of a hYman body for cleaning, beautifying, 

pro~tlnq attractiveness, or alterinq the appearance. 

b. An article intended for use as • component of cu• 
article defined in para~raph ~a·. 

5. "Counterfeit dru~" means a drug which, or the container 

or labelinq of wh1ch, without authorhation, bears the 

tradeCDark, tt01de name, or other 1dent1ty1n9 lll&rk, imprint, or 

device, or .Joy such likeness, of a drug llanufacturer, 

processor, packer, or distributor other than the person or 

persons who in fact ~anufactured, 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. ''Oevtce" Means an instrulllent, apparatus, irnplernent, 

tnachine, contrivJince, implant, ln vitro reaqent, or other 

sifllilar or related cuticle, includinq •ny coraponent, pact, ot· 

accessory of any of th.:so, which is any of thtt tolloving: 

a. Recognized d& .J device ln the ofrid.al United St.Hes 

Pharmacopoeia National Formulary or an~ eupplelllenl to it. 

b. Intended for use in the diagnosis of diseases or other 

conditions, or in the cure, mitlq4tion, treatment, 01 

prevention of disedses or oth~r conditions in a hurnan. 

c. Intended to affect the structure or •ny function at the 

body of .a hum4n, and which does not achieve any of its :X .,. 
t 
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pr1nclpal intended purposes thcou9h c~emical action within oc 

on tht! bodv of a human and which is not Jependent upon bein9 
tnetalJollzed tor the 4Chievement of any of It!> princ1pal 

intended purposes. 
J. ·•oru9'' me.1ns .-ny of the followin9, bul does not 1nclude 

a device: 
a. An <Hticle reco9nized Jl& a dru9 in the official United 

StJites P~arrndcopoeia National Porcaulary, official llomeopathic 
Phar~copoeid of the United States, or any aupple~ent to 

either document. 
b. An article intended tor use in the dia9no:sis, cur&, 

lllitlljlation, treatment, or prevention of diseases In d. human. 
c. An art ich, other tt'lan food, intended. to dtt't!ct the 

structure oc any function of the body of a human. 
d. An c:~.rticle intended foe use as a component of anv 

articles specified ~n paraljlcaphs ''a'', ''b'', or ''c''. 
8. ''Federal Act• means the federal Food, Dru9, and 

Cosmet•c Act, which IS codified in 21 U.S.C. S 301 et seq. 
9. ''Itli/Tied1aLe container• doea not include a pac1o:a9e liner. 

10. "Label" croeans a di&phy of written, printed, or 
9raphi.c matter upon tt\e itOJDediate container of an .Htade; Jlnd 

a requir~ment made by or under authorHy of this chapter that 
any word, state~ent, or other 1nformation appear on the label 

1a not complied Wlth unless the word, state~ent, or other 
lntor~at~on also appear& on the outside container or wrapper 

ot the retail pac1o:a9e of the article, oc is easilv legible 
throu9h the outsida container or wrapper. 

ll. •tab•lln9'' ~eans all labels and other vr1tt~n. 
printed, or qr4phic matter upon an article or anv ot its 

containers or wrappers, or accompanyin9 an article. 
12. ~New drug• means either ot the tollowanq: 

a. Any druq, the compoai.Uon of which is such that the 
dru9 is not qenerally reco9nized a~onq experts quGlified by 

acientific train1n9 and experience to evaluate the safety anJ 
effectiveness ot dru9s, aa safe and ettective for ua~ under 

House File 343, p. 4 

the conditions pr~scribed, recoMmended, or au~9ested. 1n tts 

labeling, e~cept thdt a druq not ao recoqni~ed ~a not a new 
drug i( at anv time prior to the enactment of this chapter at 

was subject to the federal Act, and it •t that ti.~e ~ts 

labeling contained tt'le same representatlonQ concernin9 the 

conJHaon~ of ~ts use. 
b. Any drug, the composit~on of which 11 auch that the 

dru9, as a result of investi9ations to determine its safety 
and effectiveness for use under the conditions presccabtid, 

recomt!l~tnded, or suqqested in Its labelin9, ha& become 
r~co9ni~ed as safe and effective, but which has not, oth~r 

thar\ in such investi.C)ations, been used to a Cl'laterial extent ot 

for a mater1al time under the conditione prescribed, 

recoaw.endt!d, or &tJ9gested In its labeli.n9. 
1). "Officidl compendiurtl" mean& the otfacial United States 

Pharro:acopoeu Ndtional rormulary, official Homeopathic 
Pharmacopoeid of the United States, or any supplement to 

either document. 
14. ''Person'' means an individual, partnership, 

corporation, or assoc1atlon. 
lS,. "Principal display panel• cr~eane that part of a label 

that i.a most likely to be dlsplayed, presented, shovn, or 
examined under normal and cuato~ary condlttona or display tor 

retail sale. 
16. "Sate" as used in this chapter has reference to tt'le 

health of a human. 
17. ''Secretary'' means the seccetary of the UniteJ St~tes 

department of health and human services. 
The prov1s1ons ot this chapter re9ardtnq the sell~nq of 

drugs, devices, oc cosmetics are applicable to the 

mdt\llfaet.uce, production, proc~asin9, packaqin9, ~xposure, 

offec, possession, and holding ot any auch articke tor sake: 
aniJ the sal~. dispensin9, and 9ivin9 ot any such article, and 

the supplyin9 or 4pplyln9 of any such article, 1n the conduct 
at any drul), deo,~ice, or cosmetic establishment. 

Sec. L N~W .. §~~TION. 2038. l PROHIBITED AC1'S. 
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The followtnq acts and thti causinq of the acts w1thin t.hi.s 

&tate are unlawful: 
l. The int coduct ion or delivery tor lnuoduct ion lnto 

commerce of any drug, device, or cosmetic that is ~dulterated 

or rr.isbranded. 

2. The adulteration or ~labrandin9 of any druq, device, or 

coamettc tn co~~~rce. 

), 'fhe tl!ceipt in co~~~rnerce of A dru9, device, or cosmetlc 

that is adulterated or mi~branded, and the delivl!ry or 

protfered delivary thereof for pay or otherwise. 
4. The introduction or del1very for introduction into 

co~~YJ~erce of a dr•HJo device, or cosmetic ln violation of 

section 2Gl8.12 or 2018.11. 

s. The dis:>el'flinat1on of any falae ad.,ertisinq. 

6. The refusal to per~it entry or inspection, or to pecmtt 

the taklnq of ~ s~mple or to permit acc&~s to or copying of 
any recotd clS authorized by section 20)8.16; or the failure to 

establish or maintain at\y record or l'lake any report r&qulred 
under section 5121j) 1 51211), or 5121~) of the federal Act, or 

the refusal to per111it acceas to or verihcation or copyinQ of 

any such required record. 
7. The ~anuf4cture within this state of a druq, devlc~. or 

cosmetic that is adulterated or cisbranded. 
8. The qivinq of a Quaranty or undertakinq referred to in 

section 2018.5, subsection 2, if the 9uaranty or undertdkin9 

is !alae, except by a person who relied upon a quaranty or 
undertaking to the saa:~e effect, siqned by, and contcl\ninq the 
name and address of, the person reaidinq in this ~tate from 
who~ the person recelved the drug, device, or cosmetic in good 

faith. 
9. The c~moval or disposal of a detained or emb~rqoed 

drug. dev1ce, or cosmetic in violation of section 2018.6, 

StJbs~ct ion l. 
10. The dlteration, mutilation, destruction, obltteration, 

or removal of the whole or any part of the labeltn\1 of, or the 

• 
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doinq ot any other act w1th respect to a dru9 1 device, or 

cos~etic, it the act is done while the actlcle is ~eld for 
sale, wheth~r or not it would be the first sale, after 
shipment io co~n&rce; ~nd if the action results in the artlcle 

bein9 adulterclted or misbranded. 
ll. ror9inq, counterfeitin9, slmulatin9, or falsely 

representinq, or without proper authority uainq a mark, stamp, 

taq, label, or other ideotlficatlon device authorized or 
requlred by rules or cequl•t1on~ adopted under this ch~pter oc 

the federal Act. 
12. HaK1nq, sellln9, diaposin9 of, or keeplnq in 

po&sess~on, control. or custody, or concealing a p1.1nc:h, dl.e, 
plate, ston~. or other thln9 designed to print, imprint, or 
reproduce the trademark, trade na11e, or other ideotltyirH} 
mark, lmpr1nt, oc devlce of ctnother tradeCDark, trade nc\me, 

mark, imprint, or dev•ce or a likenesa of any tradem~rk, trclde 
na~e, mark, imprint, or device upon a dru9 or dtU9 containet 
or the labeling thereof so as to render the drug a counterfett 

dru9. 
11. The doinq of an act which causes a drug to be a 

CQuntetfett drug, or the sale or dispensinq 1 or the holding 

foe ~ale or dispensinq, of a counterfeit druq. 
14. The us~ by 4 person to th~ person's own advant~ge, or 

the revealtnq, other than to the board or to the p~rson's 
author~zed representative or to the courts wh~:~n relevant in <t 

)udiclal proceedlng under this chapter, of any information 
<tcquired under authority of thia chapter concernin9 any roetl'lod 
or process which as a trade secret ls entitled to protectiOt\. 

15. 1'he ust!, on the labelin9 of a druq or device or in 

advertisinq reldtio9 to a druq or device, of a representatiot\ 
or suqCJ~&tion that approv<tl of an application with re&pect to 

the druq or device ls in effect under section 2038.12 or 

sect1on SOS, SlS, or 510(q) of the federal Act, or that the 

dru9 or device co~plies with the proviuions of ctny or those 

sectaons. X 

"' t 
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16. T~e us~. in labelkng, advertisin9, or other s~les 

pro~otion of a ref~rence to a report or anal~sis turnish~d in 
compliance witt\ section 20)8.18 or aectaon 704 ot the ted~ral 

Act. 
11. If a pr~scr1ption drug i& dititrib~ted or offered foe 

sale in this state, the failure of the cn&nut.actucer, packer, 
or dl.stribut.or of the prescription dru~ to maint<ul\ for 

transmittal, or to tr4nsmit, to any practitioner licensed by 
applicable law to administer the dru9 who makes written 
raquest for information aa to the dru9, true and correct 
copies of all printed matter which 1s requ1red to b~ included 

ln any package in which that dru9 is di&tributed or sold, or 
such other printed matter as is .approved under th~ federal 

Act. This subst!ction does not exempt c1ny person from a 
l•beling requ1rement imposed by or under this chapter. 

18. a. Plac1n9 or causing to be placed upon any dru9 or 
device or contc1iner thereof, with intent to dttfraud, the 

trademark, trade name, or other identifying ~ark or Lmprint of 
another trademark, trade name, ~ark, or imprint or any 

likeness ot such a trade~ark, trade n.ame, ~ark, or imprint. 
b. SellinQ, dispensin9, dispoainq of; causin9 to be sold, 

dispensed, or disposed ofJ or concealinq or keepinq in 
po•ses1ion, COI\trol, or custody, with 1ntent to sell, 

dl•pense, or di&pose of, a dru9, device, or cont•iner thereof, 
wit~ knowled9e that the trade~&rk, trada name, or oth~c 

ldent~fyin9 mark or 1~pr1ot of another tr&dem•rk, tr~de na~e. 

D&rk, or imprint or ani l1kanea• ot •ny trademar~, tr•de name, 
~ark, or imprint haa been placed thereon in a manner 
prohibited by paraqc•pn "a•. 

c. Hakinq, selling, disposing or1 causing to be mad~. 
eold, or disposed o!1 keepin~ ln poases&ion, control, or 

custody; or c.:onceallrh) with intent to defraud any punch, dit!, 
plate, ston~t, or othet thi.nq desiqned to print, imprint, or 

reproduce the trademark, trade name, or otl1er identifying 
cark, 1mprint, or Jevlc~t of •nother tradtimark, trade name, 

• 

House File l4l, p. 8 

mark, or imprint or any likeness of any trademar~. tr4d~ nam~, 

~ark, or 1mpr1nt upon a druq or container or lab~lin9 thereof 

so a~ to rend~r the druq a co~ntecfe1t dru9. 
19. The failure to register in accordance ~ith s~ction ~10 

of the fed~ral Act, the failure to provide any informat1on 

requir~d ~y section SlO(j) or ~lO(k) of the fed~ral Act, oc 
the faklure to provide a not lee required by section 5101 )t(21 

of thu federal Act. 
20. a. The t~ilure or retuaal toa 
{11 Comply with a requirement pr•acrlbed under section SlB 

or 52019) of the federal Act, 
(21 Fucntsh any notification or other materi41 or 

information cequtred by or under section S19 or 520{9) of the 

federal Act. 
b. With respect to any device, the subm.ission of anv 

report r~quired by or under this chapter that is false or 

~i~le~dlnq in any ~•terial respect. 
21. The move1nent of a device in violation ot an order 

under section 304(91 of the federal Act or the remov~l or 

alteration of any mark or label required by the order to 
i~entity th~ d~vic.:e dS d~tained. 

22. Th~ failure to provide the notice required by section 
4121b) or 412,c) of the fudetal Act, the failure to make the 

reports required by section •l2(d)(l)IB} of the federal Act, 
or th~ f~1lucc to meet the requirements prescribed under 

section 412,d){2) ot the federal Act. 

S~c. 4. NEW ~~£.'!'ION. 2()19.4 INJUNCTION PROCEEDINGS. 

'I'he boded may apply to the district court for, and t~e 

court h.as )urisd1ction upon h~tarin9 and for cause sho~n to 

grant, a temporary or p~rmanent injunction restrainin9 dny 
person from vi0lat1n9 any provision of section 20lB.l wheth~l 

or not there t!Xi:itll an adequ•te remedy at la~o~. 

Sec. S. tn:w ~~~·qg]_. 2031LS PENALTIES AND GUARAtH'i. 

l. A ptrson ~ho violates a proviaion of this ch.apter 1s 

quilty of a sec1ous misdemeanor; but if the violation IS 
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co~itted atter d convict1on of th& person under this sect1on 

has become !anal, the l)erson 15 <JUilty ot "" a<Ni·avated 

IDisdemeanor. 
2. A p~cson ls not ~ubject to the penaltie~ ot subbection 

it the person establishes a 9uaranty or und~rtakinq signed 

by, and contdining the nacne and address of another person 

residing in th1s state froru •hotll the person received the 

article in good faith, to the effect that the article lS not 

adulterated or misbranded, 
J. A publisher, cadlo-broadcaat licensee, or agency or 

~edluru which disseminates false advertl$ing, except the 

~anufacturer, packer, distributor, or seller of the article to 
which fal~e advertisinq relates, ia not liable undtH this 

sectiotl fo1· ttl~ ditisemination of the false 4dvertis1ng, unless 
the ptHson knew or believed that the oidvertising wcts 
dec~ptive, f4lse, or ~islectdinq or the person has refus~d upon 
the request of the board to furnish the board the n.!lme and 

address, if known, of the ~anutacturer, packer, distributor, 
seller, or advertisin9 aqency which caused the person to 

diaseminclte the advertisement, 
Sec. 6. NEW_!~. 2038.6 E~BARGO, 

1. If A duly 4Uthorized aqent of the board finds, or has 
probable cause to b~lieve, that a druq, device, or cosmetic i~ 

adulterated or so ~isbranded aa to be dan9erous or fraudulent, 
within the ~eaning of this chapter, or ia in violation of 

section 20JB.l2 or 2018.11, the agent ahall 4~f•x to the 
article a tag oc :::~ther appropriate marking, givinq notice that 

the article i9, or ia suspected of being, ddulturated at 
mi&branded and has been detained or emb.ugoed, and w4rn1ng all 

persons not to remove or dispose of the article by s<tle or 
otherwtse until permission foe re~val or dispos<tl 1s 91ven by 

an authorized ~gent or the court. It is unlawtul for a person 
to remove or di::opose of the detained or eobacqoed art tcle by 

aale or otherwise wlthout such per~ission. 

tl • 
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2. WtHHl .1n act icle is adulter<~ted or m1abranded or is in 
violdtion of section 2018.12 or 20JB.l1 and has been detatneJ 
oc e~b~rqoed, a petition May be filed vith the district court 
in whoae jur~sdiction tho article is located, detained, or 
embarqoed tor dn order for conde~natlon ot the article. If a 

duly duthorized aqent ha& found that an article which is 
embarqoed or detcdn~d is not adulterated or misbranded, the 

agent shall re~ove the taq or other ~arklnq. 
J. If th~ e<lurt finds that • sampled, detained, or 

embarqoed ~rticl~ is adulterated or misbranded, the articlti 
shall be destroyed at the expense of the claimant of the 

article, under the supervision ot the a9ent, and all court 
costs and fees, ~nd storaqe and other proper expenses, shall 
be taxed aqain~t the clai~ant of the article or the claimant's 
agent; but it th~ adulteration or misbrandinq can b~ corrected 

by proper ldlbeltng or processlnq of the article, the court, 
<~fter entry of the decree and after coats, fees, storaqe, and 

other expenses have been paid and a qood dnd sufficlent bond, 
conditioned that the article shall be so labeled ot pcocesse~. 

has been executed, roay by order direct that the articl~ be 
delivered to the claimant for such label1nq or proc~~sing 

under the supervision of a duly authorized agent of the board. 
~h~ expense of supervision shall be pa1d by the clai~ant. The 

arth:le shall be returned to Uut claimant and the bond ::>hall 
be discharqed on the representation to the court by th~ boar..S 

that the article is no lonqer in violation of this chapter, 
and that the e~penses of 

Sec. 7. ~~ ~f~'f'~<!.~· 

supervision have been paid. 

2038.7 PROSECUTIONS. 

Th~ attorney ~eneral, or a county attorney, oc a c1ty 

attorney to whom the board reports a violation of th1s 
ch.apter, shall ...:du::>e appropriate court proceedings to b~ 

1nstituted without deldy .:snd to be prosecuted in the rn~nner 

cequiced tJy law. Before a violation of this chdpter 1s 

reported to any such ~ttottley (or the institution of .. 

ccirnindl pcoceed1n9, the person aqa.inst whom the pr<n:eeding Is ::t 

"" t 
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conteQplated shdll be qiven appropc,dte notice and an 

oppoctunity to pcesent the person's views befo(e the board oc 
its aqent, either ocally or in writ1nq, in person or by 

attorney, w•th rE:qard to the contemplclted proceedi[Ul• 
Howevec, the dru9, dev1ce, ot cosRetic sh•11 be embarqoed by 

the duly authorized aqent, 
Sec. a. NEW ~EC-riON. 2018.8 MINOR VIOLATIONS. 
Th:s chdptec does not requite the board to report mlnor 

violations for prosecution, or for the institution ot 

pcoceedin.gs under this chapter, if the board lJctlieve~ th.tt the 
public interest will be adequately served 1n the ci rcuru&tances 

by cl suitable wrltten notice or warninq. 
Sec. 9. NE'i_SECTIO~. 2038.9 ORUGS ANO DEVICES ,_ 

ADULTERATION. 
A dru9 or device is adulteratad under any ot the followinq 

clccuro.stances; 
1. a. If it consists in whole or in part of any filthy, 

puttid, or decomposed substance. 
b. 1f it hill:> been produced 1 prepared, packed, or held 

und~r lnsa~ltary cond1t1ons whereby lt may have been 
conta~inat~d w1th filth, or vhereby it may have been rendered 
lnjucious to health. 

c:. It i.t 1 s 4 druq and the methods u1ed in, or ttl~ 

l•clllti~• or control• u&ed for ita manufacture, processinq, 
p&cl(ing, or holdinC) do not contona to oc are not operated or 

•dmlnlateted in conformity with current ~ood manufacturin9 
pr•ct1ce to as5ure th•t the druC) meets the require~ents ot 
thi.s chapter a5 to a&tetr and ha• the identity and stcenqth, 
and meets tne qudlity And purity charactetlstics, whi<:h 1t 
pucport$ oc IS represented to possess. 

d. If its contalner is composed, ln whole or pct.rt, of dny 

poisonous or deleterious substance which m.ty render the 
contents injurious to health. 

2. Ir it pucports to be oc is represented as a dt\11), the 
narne of which IS reco9nized i.n an officidl ccmpendiurn, and lts 

• 
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strenqth ditfers froR, or its quality or purity falls below, 

the standdtd~ set forth in the official co~pendium. A 
detec~inat1on AS to &trenqth, quality, or purity shdll be made 
in accorddnce w1th the tests oc methods of assay set forth in 
the officaal compendium 1 or ln the absence of or inddequ.tcy of 

such tests or m~thod& of aas•y 1 thoae preactib&d unJec 
duthority of the federal Act. A dru; defined in an otficial 

co&npendiuiXI is not adulterated under thia aub!Jectiot\ be<:aus~ it 
differs froiD the stdndard of strength, quality, or pucity set 

forth in the ofticJal comp~ndium, if ita dlffecence in 

atren.gth, quality, or purity fro~ such standards is plainly 

stated on 1ts ldbel. rt a dru9 la reco;nized in both th& 
U"lted Status Pharmacopoeia NationAl Formulacy dnd the 
Homeopdthic Pharmacopoeia of tne United States it 1s subJect 
to the United States Phar~acopoeia National Formulary unless 

it is labeled .tnd offered for sale as a hoa~eopathic dru.g, in 

~hich cdse it is subject to the Homeopathic Pharmacopoeia of 

the United States and not to the United States Pharmacopoeia 
Nation.tJ formulary. 

l. If it 1s not subj~ct to subsection 2 and its strengtn 
differs from, or 1ts puclt~ or quality falla below, that wnich 

it purports oc ~~ represented to poaeeaa. 

4. If it 1s a drug and any substance has been mixed or 

packed with it so as to reduce its quaUty or strength, ot any 
substanc~ has been substituted for it wholly or in p~rt. 

S. If it i.s, ot putports to be or Ia represent~d ds, a 
device whlch i.s subject to a pecfottD4nce standard establasheJ 

under section 514 ot th~ federal Act, unless the device lS 10 
all respects in c0nform1ty with such atandacd. 

6. If it is a device banned by the board oc by the llnlted 
Stdtes toad 4nd druq ddministration. 

7. It lt is a device and the methode used in, oc the 
facilities or controls used for its manufacture, pdckanq, 

stot~qe, clr instdllation ace not in conformity with applicable 
requirements under section 520(f)[l) of the fed~rdl Act or an 
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app11cable condition as prescrib~rd by an order undea· section 

~20(f}(21 ot the tedecdl Act. 

8. If Lt is a dev~ce for which an exemption has beun 

gr~nted under section 520(g) of the federal Act for 
invttstiqdltion.al utie and the peuon who WCI.S ~ranted the 

exempt ion or dllV invest tgator who uses the device tJndec the 

exe~ption fails to comply with a requirement prescribed by or 

under th&t section. 

Sec. 10. ~~!! ... ~~CTION. 2018.10 DRUGS AND DEVICES --

HISBRANOlHG -- LABELING. 
A detH) or device is mi.abranded under any of the tollowinq 

ci.rcllmstances: 
1. If its labeling is talaa or ~isleadinq ln any 

pacti.cular. 

2. If i.n a package for~ unleas it bears a laLel containing 

both of the followi.ng1 

4, The naroe and place of bualneae o! the manufacturer, 

packer, or dtstr~butor. 

b. An ~ccurate st4tement o! the quantity of the content& 

ln ter~s ot weiqht, measur&, or nu~erlcal count. 

However, under paraQraph .... reasonable variations shall be 

permitted, and ell:etnptions as to small packages shall be 

allowed, ~n accordance with rukea adopted by the board. 

J. If any word, state~~nt, or other lnfor~ation required 

by or under the a1.1thority of this chapter to a1)pe4c on the 

bbel or labelinq is not prominently placed theceon with auch 

conspicuo1.1sness, as co111pared with other words, statements, 

desi9ns, or dev1ces, in the labelinq, and in suet\ terms dS to 

rander it likely to be read and understood by the ord1oary 

indivtdual und~r customary conditions o! purchastt and use. 

4. If it is for use by hua'lana and cont.dns any qu<1nt ity of 

the narcotic or hypnotic substance alpha-eucaine, barhlh.lric 

acld, beta-eucaine, brornal, cannabis, carbromal, chlor.tl, 

coca, cocain~. codeine, heroin, marij1.1ana. IDOrphlne, opium, 

pzar.:.ldehyde, P~tote, or sulphonm.ethane1 or llny chemil:dl 
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derivative of such a substanc~. which derivative, after 

investigation, has been desiqnated as habit tormin9, by rules 

.adopted by the lloard under thi!i. chapter or by requlat wns 

adopted by the secJ·etary pursuant to section 5()2(dl at the 

federal Act; unles!l its label bears the nama and quantity or 

proport 10n of such substance or derlvative and an 

juxtaposit~on th~rowith the state~ent ~warning -- Hay ae Habit 

For111ing.• 

S. a. rf •t is a dru9, unless both of the follow1nq 

.apply: 

Ill Its label bears, to the axclualon of any other 

nonpcopriet.uy name except the applicable systematic chemical 

narne or the ct'temical formula1 

(a) The established naPle of thff druq, aa specifie•J in 

para9raph "c", if such exist&; and 

tb) If the druq is fabricated frO$ two or more 

inqrerJients, the established name and quantity of each actave 

inqredient, including the quantity, kind, and proportion of 

any alcohol, and also i.nchld1nq, whether active or not, the 

established natlle and quantity or proportion of any bromides, 

ether, chlocofor"', acetanilide, acetophenetidin, a~idopyrine, 

antipyrine, at&·opine, hyoscine, hyoscyamine, arser\lc, 

rJiqktalis, diqitalis 9luco~irJes, mercury, ouabain, 

strophanthin, strychnine, thyroid, or .:.ny derivdtiv~ oc 

preparation of any such substances, contained therein. 

However, the requirement for statinq the qu.antity of the 

active irH:~redients, other than the quantity of those 

specifkcally named in this subparaqraph subdivision, dpplies 

only to prescription druqs. 

(2) for a prtwcription dru9, the eatabl1shed name of the 

prescriptiOn druq oc ot an inqredi~nt is printed, on the label 

.and on i!rny labelu1q on which a nall'le for the prescri.ptlon druq 

or an lrl91edie1\L is used, prominatltly and ln type at least 

half ~s larqe as that u~ed thereon for any proprietart name or 

design.H1on for the prescription druq or inqredient.. flowever, :J: 
"1'1 

t 
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to the extent that compliance with subparaqr4ph 11 •• 

subp.HaC)r~ptl subdivision (b) oc this subparaqraph IS 
i~practlcable, exemptions shall be allowed under rul~s or 

requlat1ons adopt~d ~V th~ bo•rd or th~ ~ecret~ry under the 
federal Act. 

b. Jf it is o1 device and it has an establ ish~d n.amu, 
unl~sa its la~el bears, to the exclusion of any oth~r 

nonpropriet.:uy nartht, its established naa1e, as defined in 
paraCJuph "d", prominently printed ln type at least halt as 
larqe as that used thereon for any proprietary na~e or 
desiC)nation for the devlce, except that to the extent 

co~pl1ance with this paraC)taph ls lnpracticable, tlXtlmptlons 
shall be allowed und~r rulea or re9ulat ions adopted by the 
board or the secretary under the federal Act. 

c. As ust!d in para9raph "a•, the term '"establ i.sl1ed name", 
with respect to a dru9 or i.nC)redient thereof, means one of thu 
following: 

(1) The appl1cable official na~e desiC)nated pursuant to 
section soe of the federal Act, 

{2) If no such ott~c1al name exists and the druq or 
inQredient 1s an article reCOC)nized in an off,cial co~pendium, 
then its official title in the compendium. 

(l) If neither subp&ra!iJraph ll) not 12) applies, then the 
Coii'I/TlOn or usual na£De, •t any, of the dcu9 or inqcediel\t. 
However, if subpo~ca9raph 12) •ppllea to an article ceco!iJn&zed 

ln the United States Ph&r~acopoel• Nation•l Formulary and ~n 

the Homeopathic Phat£D&copoe1& ot the United States under 

different official t1tles, the official titla used 1n the 
UnUed States Ptlarrnacopoeia National formul4cy appl1es unless 

it is lo~beled and otrered for sde ll& a homeopaUiic dru9, 1n 
which case the vfficlal title used in the Homeopathic 
Pharm4copoe1a of the Unlted States applles. 

d. As used in paragraph •b'', the tetQ'I "e:Hablish~d na!lle" 

with re~p~ct to 4 dev~ce Me~na one ot the follo~inq: 

• 
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(ll The applicable ottici.al naale of the device pursuant to 

S~Ctlon S08 of th~ federal Act. 
(2) If no such official nallle exists •nd the device 1s an 

article rttco9nized in an oft~cial co!Dpend1utD, then its 

offici~l title in the compendium. 

(1) if neitbe' subparagrt~ph Ill nor 12) applies, then any 
cotruDon or usuill nara~ of the device. 

6. Unless its labeling be4ra both of the following: 
a. AdeqtJate directions tor uae. 
b. Adequate warninQ& &C)ainst uae in those patholoqicdl 

conditions, or by children, where its use tDay be dangerous to 

heoil th, or aqain!>t unsafe dosaqe or methods or ducat ions of 
administcatlon or application, in the manner and form 

necessary for the protection of users. 
However, 1f a requirement of paraljjraph "'a''• as. applied to.:. 

dru9 or device, is not necessary for the protaction of the 
pub I i.e health, the board or the s~cr@tary &haU adopt rul~s or 

te9ulations exempting the druq or device from that 
requuemant. 

7. It it puiports to be a druQ the name of which is 
recoqnizt!d In an otficial CO!Ilpendiua~, unles!> It 1s pack4qed 

o~nd labeleJ as prescribed in the ottlc1al compendium. 
However, the ~~thod of packin9 a~ay be ~edified with the 

consent of the board or the secretary. If a dru9 is 
reco!Jnh~d in both the United States Phare~~acopoei.a National 

formulary dnd the Homeopath1c Phacatacopoeia of tha Un1ted 

States, it is sub)ect to the requirea~ents of the Uoiled States 

Pharm.acopoeia NJ~llon.al P'ormul.ary with cespect to pacl\.aC)inq and 
labelinq unl~s& it is lab~lMd and offered for sal~ ds a 

homeop~thic druq, in wh1ch case it ia subject to the 

ttomeopathh: Ph~rmacopoe1a of the United States, and not to the 

United States Pharmacopoeia National For111ulary. HOwl!vur, 1t 
an i.ncons1stency ex1sts between this aub&ection and ~llbsectlon 

S as to the name by ~hich tha druq or its lnC)redlents !>hall be 
de&iqnat~d. subsection 5 prevails . 
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e. It it has b~en found by the board or the secrtttary to 

be a drug liablt! to dettHi.oration, unless it &S p4cka9ed ln 

the tocll'l and rn~nner • .tnd tts label bears a stattHruwt of thlt 

prec~utions t~at the board or th~ secretary bV rule or 
requlat&on requirea as necessary for the prot~tction of public 

health. Such a rule or regulation ahall not be est.1bli.shed 

for a druq reco~nhed in an official (;Ompendiue~~ until the 

board or the secretary has ~nform~d the appropriate body 
charged with the revision of the official cornpendi.u~ of the 
need for such pac1tdgin9 or label1ng requirements and that body 

has failed within a reasonable t1me to prescribe such 

requirements. 

~. a. If &t 1s a drug and ita contain*' la so made, 

for~ed, or filled as to be m1e1eadin9. 
b. If it 19 an iCIIltation of another drug. 
c. If it 1s off@red for sal• under the name of another 

drug. 
10. If lt is dangerou& to health when used i.n the dosage 

or IIUlnn•tr, or with the frequency or durati.or\ prescribed, 

recorornended, or sug()&Sted in Ha label1nq. 
ll. If it is, or p~o.~rports to be, or is represented as a 

drug coa~posed wholly or partly of insulin, unless both of the 

following apply; 
4. lt is fro;n a batch with respect to which a certificate 

or release has baen issued pursuant to section 506 of the 

federal Act. 
b. The certif~cate or release ls in effect with respect to 

the drug. 
12. If i.t ls, or purports to be, or 1s represented as a 

drug, composed wholly or partly of any kind of penici.ll1n, 
streptomycin, cl\lortetracyel1ne, chloramphenicol, bacitracln, 

or any ot~er antlbiotlc drug, or any derivative thereof, 
unlesa both of the following apply; 

a. lt is from a batch with respect to which a certiti.cat~ 

or release has been ~ssued pursuant to section S07 of the 

h<leral Act. 

• • 
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b. 7he certificate or release is 1n effect with re~pect to 

the drug. 
However, this subsection does not apply to any drug or 

class of drugs exetnpted by re9ulat ions adopted under sect ion 

SOJ(c) or S071dl of the federal Act. 
13. If 1t i~ d color addit~ve, the intended use of which 

ie for the putpose of colorinq only, unl•sa its packaqlnq and 

labelinq ate ln conformity with the packagln9 and labelinq 
re.quife110ents applicable to th~t color additive, aa contained 

1n regulations adopted under section 106 of the federal Act. 
14. It it is a prescription drug distdbuud ot offered 

for sale ln this state, unless the ~anufacturer, packet, or 
dlstributor includes an all advertiainq and other de~criptive 

pr intt!d mat tt!C issued or caused to be issued by the 
manufacturer, packer, or distributor with respect to t.hP. 

prescription drug a true state!llent of all of the tollowinc,: 
a. 'I'he est11lJlished name as defined in subsection 5, 

printed prominently and in type at least half as largtt as th.tt 

used for ally trade or brand name thereof. 
b. The foc~ula showing quantitatively each ingredient of 

the prescnption druq to the extent required tor labels under 

subsection 5, 

c. Other inforfDataon in brief sunuuary relat1nq to side 

effects, contraindication&, and effectiveness as required 1n 
regulations adoptt!d pursuant to section lOlle) of the federal 

Act. 
IS. If at was cunufactured, prepared, propagated, 

compounded, or processed in an establishment in thi~ $tate not 
duly registered under sect ion SlO of the federal Act, it 1 t 

was not included on a list required by section Sl011) of the 
federal Act, it a notice or other 1nform.ation respectinq 1t 

was not provil.ied as required by that section or section SlO(kt 

of the federal Act, or if it does not bear the symbols fron1 

the uniform system for id~ntiflcation of devices pr~~cribed 
und~c sect1on 510tel of the federal Act that are requiced by 

requlation. 
X 
"" t 



House fde HJ. p. 19 

16. If 1t is .i dcu9 and its packa9ing or labelin9 is in 

violation of dn appllcdble re9ulation adopted pursuant to 
section l or ~ of the federal Poison Prevention P3ckaqin9 Act 

of 1970, lS u.s.c. S 1471 et uq. 
17. It a tl'.<~~dernark, trade naftle, or other identltyinq mark, 

imprint, or dev1ce of another trademark, trade na111.::, ma1·11., or 

11r1pr1nt or &ny likeness of the foregoing has been placed 
thereon or upon 1ts container with intent to def1aud. 

18. In the cdse of a restricted device distributed or 

offered for salH in thi& state, if either of th~ following 
appl1es; 

a. Its advertising is false or misleading in any 

particular. 
b. It 1s sold, distc1buted, or used in vlolation of 

regulations adopted pur&uant to section 520(e) of the federal 

Act. 
19. In the case of a restricted device distributed or 

offered foe sale In this state, unless the m4nufdctur~r, 
packer, or distributor includes in all advertising and other 
Jescriptive pr1nted matter issued by the manuf4Cturer, packer, 
or distributor with respect to the device both of the 

follow in~; 
a. A true st.itement of the device's established name as 

defined in 
hut h•lf 
thtreot. 

»ub~Hction 5, printed 
as large aa th•t uaed 

pcominentiy and ln type at 
!or any trade or bc•nd name 

b. A brl~f statement of t~e intende4 uaea o! the davice 
and relevant w4cnlngs, precautions, aid• effect&, and 
contraindicatlons; and in the case of a specific ~evice m~de 

aublect to regulations adopted pursuant to the tederal Act, a 
full description of the coiDponents of the device or tJ1e 

formula showing quantitatively e.tch in<;itedient of th~ d~vice 

to the extent requ1red in cequJations under the fed~c~l Act. 

20. [f it is 4 device subject to A performance stowdard 
eat4blished und~c section 514 of the federal Act, unless it 

bear& labelan~ d$ prescribed in that perfocrnance ~tandard. 
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2!. If it is a device and there waa a failure or retus3l 

to comply vith any requiren:~ent prescr1bed under S€!Ctwn Sl8 of 

the federal Act respecting the device, or tO furnish rnater1al 

required by or under section 519 of the federal Act respecting 
the device. 

If an article is alleQed to be misbranded because th~ 

labeling or advertisin<;i is mhleadin~, then i.n determinin9 

whether the labelin9 or advertising ia ~ialeadin9, there shall 
b~ taken into acco~nt, a~onQ other thin9s, not only 
representdtions made or SU9<;i88ted by state~ent, word, des1qn, 
device, or any combination thereat, but also the extent to 

which the laLelin9 or advertising lalla to 1eveal fact~ 

material in the liyht of such representations, or m.attJtidl 

with respect to consequences which rna'i cesult fcom the u::>tJ of 
the article to which the labeling or advertising r€!lates, 

under the conditions of use prescribed in the labelinq or 

•dvertlsing or under customary or usual conditions at use. 

The representation of a drug, io ~ts labeling, as an 
antlsHptic shall be considered to be a represenutlon that it 

i& a germicide, except ln the case of a drug purporting t<l be, 
or represented as, an antiseptic for inhibitory use as a wet 

dresslnq, ointment, dusting powder, or such other use as 
involves prolonged contact w1th the body. 

Sec. 11. ~~-g~!!ON. 2019.11 EXEMPTIONS 1U CASES or 

DRUGS ANO DEVICES -- DlSP£USJNG B't PRESCRIMION ONL\'. 

l. Tlu~ board shall adopt rules exempting from .<~~ny l~belioq 

or pactaqin? requirem~nt ot this chapter dcuqs and devices 

which ate, w accord~nce w•th the practice of the tcade, to b~ 
processed, labaled, or repacked in substantial quantilles ~t 

estdbl1shmeot~ other than those where or~ginatly proc-~s~€!d or 
packaged, on condition that such drugs and devices are not 

adult~trated or misliranded upon removal from the processing, 
labeling, oc cepackinq &stablishment. 

2. Drug dOd device labeling or packaqinq exemptions 
adoptHd pu1suant to the fedtHal Act shall apply to drugs .-nd 
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devices in this state except insofar a~ modified or r~jected 

by rules adopted by the board. 
}, d. 'fh~s lec:teceJ para~uph applies to a druQ 1ntttnded 

for use by humans which is any of the followinq: 
(1) Is a habit-founi.nq druq to whlch &ectiOI\ lOHLU), sub­

section ~ appli.~s. 

(2) Because of its to~~:icity or other potenti.ality for 

harcaful effect, or the cnethod ot its uae, or the collateral 

~easures necess~ry to its use, is not safe tor use except 

under the supervision of a pcact1tioner licensed by law to 

ad~inister the druq. 
(l} [a limited by an approved application under section 

SOS of the federal Act to use under the professional 

aupetvision of a practitioner licensed by law to administer 

the drug. 
Such a druq shalt be dispenaed only ~pen a written 

prescript len of a practitioner licenaed by law to admini&ter 

the druq, or upon ~n oral prescription of such a practitioner 

which ls rffduced promptly to wr1tln9 and filed by the 

phar~acist, or by refilllnq any auch written or oral 
prescription it the refillin9 is authorized by the prescrib~r 

either 1n the oriqinal prescription or by oral order which is 

reduced promptly to ~ritln9 and filed by the pharmacist. The 

act of dispensin9 .t dH-19 contrary to this paraqr<llph while the 
dru9 is held for &ale results in the druq beinq misbranded. 

b. A druq dispensed by flllin9 or retillin9 a written or 

oral prascrlptlor\ of a practitioner licensed by law to 

administer the dn.19 is exempt from section 2038.10, excffpt 

subsection l, stJbsection 9, para9raphs "b" and "c", .::t.nd 

subsections ll and 12, and the packaqin9 require~ants of 

subsections 7, 8, 4nd 16, if the dru9 ba~r~ a label contdining 

the name and addres~ ot the dispenser, the date of the 

prescription or of its fillinq, the name of the p1·escciber, 

and, if stated 1n the prescription, the name of the patient, 

and the direct1ons tor u»e and cautionary statements, Lf any, 

- • 
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contained in the prescription. Th1& ellelllption does not apply 

to a druq disptH\sud in the course of the conduct of Ule 
business of dispensin9 drugs purouant to dhqnosi& by m~il, or 

to a drug dispensed in violation of paragraph ''a" of this 

subsection. 
c. The board may, by rule, reeove a drug subject to 

section 20JB.l0, subsection 4, and section SQS of the federal 

Act from the requirements of paragraph ..... of this aubs«:cuon 

when such require~unts are not necessary for the protection ot 

the public health. 
d. A dcuq which is aub1ect to paragraph "a" of Lhis 

aubsection is ~isbranded if, at any time prior to di~pensln~. 

its label fdlls to b&ar the state~:~entt ''Caution: ~'edecal Law 

Prohibits Olsptmslnq Without Prescription", or ''Caution: 
State Law Prohibits Dispenainq Without Prescription''. A druq 

to which paragraph "a• of this liUb~ectlon does not apply l& 

~lsbranded if, at ~ny time prior to dispenaln9, its label 

bears the caution stc.tement quoted in the precedi.n9 s€!ntence. 

e. Prescription drug samples d1spenaed by a practitioner 

licensed by law to ddminister ~uch dru9s are exempt from 

section 203B.l0. 

Sec. 12. Nt:W -~EC!!ON. 2038.12 NE'W DRUGS. 
1. A per~on shdll not ~~11, deliver, offer for sal~, hold 

for sale, or qi.ve away a new drug unless both of the followLng 

dpply: 
a. An applicdtion with respect to the new druq has be~n 

approved and the approval has not been withdrawn under section 

SOS of the fed~tal Act. 
b. A copy of the letter of dlpproval or approvabilitv 

issued by the UniteJ States food and druq administration ts on 

file with the secretary of the board, if the proJuct is 

manufactured in this stdlte. 

2. A pe1son shall not use i.n hu111ans a new drtl<J liaited to 

investi.qat1onal utie unless the person h.a• filed With tht! 

Uni.t€!d States fooJ .and drug administration a coll'lpleted and 
X 
"'1'1 
w 
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Slljlned "Uot1ce of Clal~ed lnvest1qational Exemption tor a New 

Oru'il'' form 1n .ac~o::ordance v.ith 21 C.F.R. S 112.1 clnd the 
exe111ption has not been tenn1nated. The dru<J shall be plalnly 
labeled in compliance with section SOStl) or S07(dl of the 

federal Act. 
), 7his section doe& not apply to either of the follo~in<): 

a. A dru9 which is not a new dru9 as defined ir\ the 

federal Act. 
b. A drug which is licensed under the tedetal Public 

Health Servic~ Act of July 1, 1944, 42 U.S.C. S 201 et seq. or 
under the An1mal Virus, Serum, Toxin, Antitoxin Act of ~.arch 

4, 1911, 21 u.s.c. S 151 et seq. 
Sec. 11. NL"\i SECTION, 20)8.14 COSHt."l'ICS --ADULTERATION. 

A cosm~tic itt. <1dulterated if any of the following apply: 
1. lt be~cs or contains a po•sonous or deleterious 

~ubtotance whH:h lllay render lt injur1ous to users under the 
condi.t i.ons of use prescribed in ita label in<) or under 

customary or usual conditions of use. Howevet, thas does not 
apply to coal-tar hair dye if the label of the dye bears the 

followin9 le9~nJ consp•cuoualy dhpl&yed: "Cautiorl --This 
product contains ingredient& vhich may cause skln irritation 
on certain individuals and a preli~in~ry test according to 

accompanyin<J directions should flrat be ltlade. 'l'hi.s product 
muat not be used for dyein9 the eyelaahea or ey~browa; to do 
ao MIY cause blindneaa•J and the label be~ra ad~qu~te 

direction& for the preliminary teatln9. For the purpoae& of 
th1a aubaection and eubaaction s, "hair dye• don not ~nclude 

eyetaah dy~a or eyebrov dyea. 

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

l. It has been produced, prepared, packed, or lleld under 

insanitary conditions whereby 1t 111ay have beco~e contaMinated 
vith filth, or whereby it ~ay have been rendered 1njurious to 
health. 

e 
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4. Its container is co111posed, in whole or in part, of a 

poisonous ot deleterious aubst.tnce ~t~hich ~r~ay rendet the 
contents injuclous to health. 

S. It i.s not cl hair dye and it ia, or it beata or contatns 
a color additive which ia, unsafe within th• a:aeaninq ol 

sectlon 7061a) of the federal Act. 

Sec. 14. NEW_~EC!'lON. 20l8.U COSMETICS-- HISHRANDING. 
A cosmetic lS misbranded if any of the follo~ing apply: 
1. Its labeling is false or •ialeadinq in any particular. 

2. If in package for111 unieaa it beara a lab~l containing 
both of th~ tollowinq: 

a. The na~e and place of business of the ~anufacturer, 
packer, or distr1butoc. 

b. An dccurate statement of the quantity of the contents 
1n terms ot wu1qht, measure, or nu~erical count, which 

statement shall be separately and accurately ~tated 111 a 

uniform location upon the principal display panel of the 
label. 

J. A word, statement, or other infoc~ation required by or 

under the authority of this chapter to appear on the label or 
labeling ls not prominently placed there with such 

consplcuousness, dS co111pared with other words, state~ent&, 

desi~ns, or devaces in the labeling, and in such ter~~ as to 

render it likely to be read and underatood by the ordinary 
1ndividu.nl unde1· custo~c1ry conditione of purchase and tlSe. 

4. Its container is so ~r~ade, formed, or filled dS to be 
misleadin9. 

S. It is a color additive, unless its p4cka~ing .1nd 
hbeling .:ue in confoccnity with the packaging and labelirHJ 

requlrtim~nts applicable to that color additive presccibed 

undec sect ion 106 of tho federal Act. Thi& subsection does 

not apply to p~ckaqes of color addit1ves which, with respect 
to thelr use uf cosmetics, ace marketed 4nd int~nded lor Uije 

only 1n oJ on h~ic dyes, as specified in sect1on 20JB.l4, 
subsectton l. 



~ 
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6. Its packa91ng or labeling ia in violation of an 

applicable regulation adopted pursuant to section ) or 4 ot 
the fttderal Poison Prevention Packaqin"} Act ot UI'JO, 15 U,S.C. 

S U7l et seq. 

The bocud shall adopt ruhs e-xemptin9 f tOtrl .:wy label! O'J 

requirement ot this chapter, cosllletlcll 'othich are ill .:.ccordance 

witt! the practice of the trade, to be procesiied, labeled, or 

repacked in substantial quantities at an ltstablistlment other 

than the establlsh~ent where they are origindlly processed or 

packed, on condition that such cosctletics are not adulterated 

or misbr.anded upon removal t'rom the processing, labelin9, or 

repacking establishment. Coactletic labeling exemptlons adopted 
under the federal Act apply to coameti.ca in this state except 

as ~od1f1ed or rejected by 

Sec. 15. NEW SECT[ON. 

rules adopted by the bodrd. 

20)8.16 FALSK ADVERTISING. 

1. The advertisinQ of a dru9, device, or cosmetic ia false 

if lt is false or misleadtn9 in any particular. 

2. For the purpoae of this chapter, advertising is false 

Lf it represents a dru9, devlce, or cosmetic to have 4ny 

effect in the dia'l)nosis, prevention, or treatment of 

arthritis, bl•)Od disord4HS, bone or joint diseases, kldney 

diseases or d1sorders, cancer, diabetes, qAll bladder disease 

or disorders, ne~rt and vascular disease, high blood pressure, 

diseases or d1sorders of the ear, mental disease or mental 

retardation, degenerative neurolo9ical diseases, paralysis, 

prostate gland disorders, conditions of the scalp affectin9 

ha•r loss, baldnaas, endocrine disorders, sexual l~potence, 

tuoora, venereal diseases, varicose ulcers, breast 

enhr9ernent, pur ifyinq blood, metaboltc disorders, i~T~~nune 

system disorders or conditions affect i.ncJ the unmune system, 

extensivn of life expectancy, stress and tetudon, brain 

stimulation or performance, the body's nattHal defense 

mechanisms, blood flow, and depressioC\. However, advertisin<;~ 

not 1n violation of subsection 1 is not false under this 

subsectioC\ if it is disse~inated only to member~ of th~ 

tl 
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medical, det\tal, or veterinary pcofeaslons, or appears only in 

the scientific periodicals of these professions, or lS 

disseminated only for the purpose of public health education 

by parsons not co~ercially interested, directl~ or 

indirectly, in the s~le of such dru<Ja or devices. llow~ver, if 

the board determines that an adv~nce in medical sci~n~e has 

~ade any type of self-medication aafe •a to an~ of the 

diseas~s ndrued in thia subsection, the board ahall by rule 

authorize the advertlsln<J of dru9s having curatlva or 

therapeutic effect tor such disease, subject to the condi.t ion to 

and restrictions the board deems necessary in the interests of 

the public health. However, this subsection does not indicate 

that &elf-medtcation toe diseases other than those named 1n 

this subsection is safe and efficacious. 

Sec. 16. ~~~-~~~T[ON. 2019.17 RULeS HF.ARINGS. 

1. The board may adopt rules purauant to chapter 17A fot 

the efficient enforceaumt of this chapter, 'I'he board may make 

the rules adopted under this chapter conform, insofar dS 

practicable, with those re9ulations adopted pursuant to t.he 

federal Act. 

2. lleoll1nqs .authorhed or required by this chapter ahall 

be conducted by the board or by an officer, aqent, or E!tnploye~ 

destqnat~d by the board. 

Sec. 1'1. Nt.'W SECTIO~. 2038.18 lNSPECTIONS. 

1. a. For purposes of enforcement ot this chapter, the 

board or any of &ts authorized aqenta, upon present 1ng 

apptopri~le credentials to the owner, operator, or aqer1t 1n 

chacqe, rn.ly do both of the !ollowinq: 

(1} Enter at reasonable times any factory, w<~~rehouse, or 

other est.J.blishment in ..,hich dcu9s, devices, or cosrnet·ics ace 

101anufactuted, processed, packed, or held, fot intt"oduction 

ant.o ccmtUercu or dftttr such introduction; or enter a vehicle 

beinq u~E!d to t1·ansport or hold drugs, devices, or cosrnetlcs 

in conunerce. 

::t 
"" t 
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{2) Inspect dt reaaonable tl~es and within reasonable 

l•mits and in a reasonable ~anner such a factory, warehouse, 
establiahment, or vehicle and .sll pertinent ~quipment, 

!inis~ed and untinlshed materials, contdinors, and labeling 
therein, and obtain samples necessary to the enf'orcPrn&nt ut 
this chapter. In the ca~e of a factory, w.srehouse, 
establishment, or consulting laboratory in which prescription 

drugs are rnanut<sctured, proce8sed, packed, or held, the 
inspection sh.:llll extend to all thlnqs therein, includiiHJ 

records, tiles, papers, processes, controls, Clod fClcilities, 
bearing on wh~th~r prescription druqs or restricted devices 
which are adulterat~J or 111hbranded or wh1ch may not be 
manufactured, introduced into coll'ltllerce, or sold or offered tor 

sale by reason of 40f proviaion of this chapter, hav~ b~en or 
are bt!in<J manufactured, processed, packed, transport~d. or 

held an violation of or bearinCJ on a violation of this 
chapter. An inspection authorized for prescription druqs by 
ttte preceding sentence shall not e•tend to financial data, 
sales data ot~er than sh1pG'Ient data, pricin9 data, personnel 

data other than data aa to qualifications of technical and 
profe&sional personnel perforM1n9 functions subject to this 
chapter, Clnd research data other than data relatlnq to new 
dru9a, anO antibiotic dru9a, and devices, anO &ub)ect to 

report1nQ and inspection under re9ul•tlona 1awfully issued 
pur•u•nt to ~action 50511) or 50Sill. or section 507(d) or 

50719), aection S19, or aectlon 520191 ot the tederal Act, and 
data, relating to other druqs, or device~ which ln the cas~ of 

4 new dcug would be aubject to r&port1n~ or inspection under 
l<swful re9ulat lens i.5sued purauant to uct ion 5051 j) ot the 

feder\l Act. The inspection shall be commenced and co~pleted 
with reasonable promptness. 

b. Paragraph ·•a·• does not apply to any of the followin<J: 

( ll Pharmacies which ~r~aintaln est.sbl ishments in conform­

ance with laws ot this state regulatln9 the practice of 
pharmac~ and ~~dicine and which are te<Jularly enqag~d in 
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dispensinq prescclption druqs, or devices, upon prescr1pt.1on 

ot practitioners l1cenijed to administer the drugs or devices 
to pati~1HS und~r the cace of the practitioners in tht!' coutSt! 

of their professional practice, and which do not, either 
throu<Jh a sub~idi.Hy or otherwise, manufacture, pre(>dre, 
propa<Jate, compound, or process druqa oc dev1ces for s4le 
other than in t~e reqular course of their busin~~s of 

dispensing or sellinq dc~9• or devices at retail. 
12) Pcactitioners licensed by law to preBcrib~ or 

administer drugs or prescribe or use devices, and ~ho 
manufacturt!, prepdce, propaCjlate, compound, or process drugs, 

or manufactuc~ or proces& devices solely for use 1n the course 
of their profes!>ionaJ practice. 

(J) P~rson~ who manufacture, prepare, propag4te, compound, 
ot proc~sa dcuq&, or a~anufacture or process devices solely for 

u~e in research, teaching, or chemical analy&i!i dOd not for 
sale. 

(4) Duly employed sales representatlves ot phat~aceutical 
companies ACt il\g in the normal and custo~r~ary performance of 

th~ir duties. 
(~I Other classes of persona the board exempt& from the 

Clpplicat ion of this aect1on by rule upon a f1ndin9 th.:lt 
inspection dS applied to such classea of peraons in accord~nc@ 

with this sect1on is not necessary for th~ protection ot the 
public he.1lth. 

2. Upon completion of an inspection of a factory, 
warehouse, consultin9 l•boratory, or other establishment and 

prior to leavinq the prf:miaos, the authorized aqe1\t mJ1k1nq the 

inspection ~hall q1ve to the owner, operator, or .aqent in 

Ch4rge a c~port 10 vciting setting fotth any condit.ions or 
pr.actiCt!5 observed by the authori~ed aqent which, in th~ 

judgment of th~ Jluthori~ed .sgent, indicate that .:tny drug, 

dev1ce, 01 co~metic in the establish~ent ~eets either of the 
followinq: 
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a. Consists in whole or in part of a filthy, putrid, or 

dec~~posed s~bstdnce. 

b. Has been prep.ued, packed, or held under insan,tary 

conditions whel·eby it 111ay have become conto~trninated \o'i.th fllth, 

or whereby &t ITICIIY have been rendered injurious to tlealth. 

A copy of t.he report shall be sent procnptly to the board. 

l. [f the ~uthor lU:d c19ent makinq an inspectiol\ of a 

factory, warehouse, or other establishment has obt"ined a 

sample in the course of the 1napectlon, upon cO!Dpletion of the 

inspection and prior to leavlnq the premlses the authorized 
a()ent st\all qive to the owl\er, op•nator, or aqent '" chatqe a 

receipt desctLbinq the aa~ple obtained. 
4. A per~on required under thi.a chapter or section Sl9 or 

520(9) of tt\e federal Act to 111aintaln records and a pers.on who 

Js in char~e or c~stodt of such records shall, upon requeijt of 

an authorized a9ent des19n~ted by the board, per~it the 

authorized agent at all reasonable ti=es to h4ve access and to 

copy and verify such recorch. 
5. For th& purpos~s of enforcin~ this chapter, carriers 

en9&9~d in co~erce, and persona receivlnq druqs, devices, or 

coametics 1n commerce or holdin9 such articles so received, 

shall, upon the 'equest of a duly authorized agent of tMt 

board, permit the aqent, •t reasonable ti~eu, to have access 

to and to copy all records 9howing the ~ovement ln co~nerce of 

a drug, device, or cos111etic, or the holding thereof during or 

after such movement, and the quantity, ~hipper, and consi9nee 

thereof. It is unlawful tor any such carrier or person to 

fail to permit such access to and copyin9 of .11\)' such record 

so requested when the reque!lt is accompanied by a state~r~ent Ul 

writin9 spec1fyinq the nature or kind of drug, device, or 

cosrttet ic to wluch the request relates. 

6. Evidence obtained under this section or avidttnc~ which 

la directly or indirectly derived fro~ suet\ evidence obtained 

under this section, shall not be used in a criminal 

prosecution of thtt person frolll whot11 the evidence was obtained: 

- • 
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dOd carriers are not subject to tha other provisions of thls 

ch~pter by reason of their receipt, c~crla9e, holdin~, or 

delivery of drugs, devlcea, or cosaletica in the usudl course 

of busines~ ~& carr1era. 

Sec. U. ~!! .§.~£fiON. 20l&.l9 PUBLICITY. 

1. Thtt baaed ~4Y cauae to be publi•hed fro~ tiMe to time 

reports &urnmarizinq all judgil'lenta, decrees, and court orders 

which h.:tve been rendered under th1a chapter. includin9 the 

nature ot the char9es and their di.spoaltlon. 

2. The. board may also cause to be dls8e~Lnated informdtlon 

re9arding d'u9s, devices, or coamtttica, in situations 

involvin9, in the opinlon of the board, llllltDlnent dan~er to 

health, or qross 

not prohibl t 

illu"tcatinq 

Sec. 19. 

the 

U1~ 

dttce()tion of the consurAer. 'l'his section does 

bo~rd from collecting, reportlnq, 4nd 

results of inveatigatlona by the buard. 

~~--SECTION. 2038.20 CHAP'l'£R NO'l' APPLICABLE 

COHH6RCIAI. FEED. 

TO 

This chdpter do~s not apply to the Iowa Commerddl f'e(!d Law 

of 1974 under chdptec 198 or to administrative rules arl()pted 

pursuant to chapter 198. 

Sec. 2U. N~~~!lON. 2038.21 CHAP1'£R NO't' APPLICABLE 1'0 

AHIKI\L ORUGS. 
This chapter does not apply to druqa intended for use for 

anlt~~als and not for hutaans. 

Sec. 21. Section 125.2, subsection l, Code 1989, is 

ataended to read dS followa: 

1. "Checnical substance" ltleans alcohol, wine, spirits!. and 

beer as defined in chapter l2l and druqa ~s defined In section 

i8iAd 20J~.!l_, subsection ~ 1, which when used i.rnpropl'rly 

could cusult in chemical dependency. 

Sec. 22. SL'c::tion 141.99, Code 1989, i.a a~endl'd to read as 

follows: 

1•0.99 OU'l'l£5 ot• SECHETARY. 

The secretacy ot the £Q!!~.~f phar~acy e•a~inerg shall, 

11pon the d1 rect 100 of seid-exeatiUtt'S the .!?~!!!• make :J: ,. 
t 
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inspections of alleqed violations of the provision~ of this 

title relative to the practice of ph~rmc1cy and of chdpt~rs iii 

201!, 204, and 205. 9atci The aecretary stlall be <11llowed 

necessary travelin9 and hotel expenses in makl.nq SlJCh 
inspections. 

Sec. 21. S~ction 155A.l2, subsection 9, Codt! 1969, is 

a~ended to r~aJ as follows1 
9. Se~n convicted of an offense or subjected to a penalty 

or fine for vaolation of chapter 147, i&~r-i&~A ~Q~!· 104, or 
the federal Food, Oruq and Cosmetic Act. A plea or verdict ot 
9uilty, or d conviction following a pl~a of nolo contend~re, 

is deeiJled to be a convi.ctlon within the 1Deanln9 ot this 

se~tion. 

Sec. 24. Section 159.6, subsection 8, Code 1~8~, Is 

aMended to read dS follows: 
8. Regulation and inspection of foods, drugs, .1nd other 

artlcles, Title X, but chapters U~ 1Q.!!• 2G4 a.1d 205 of sai:ct 

that title sh4ll be enforced &a therei:n provlded h~-!~~~ 

chapte~.!. 

Sec. 2S. Section 189.2, subsection 1, Code 1969, ~& 

a~ended to r~ad a& follows: 

1. Execute clod enforce this title, except chapters i6~7 

i83A !Ql!, 204, 20tA and 205. 
Sec. 26. S~ction 20lA.U, subsection), Code 1989, is 

&mended to read aa followat 

l. The board may •••k rellet pursuant to aectlon i&~Ao4 
l!l!.:....! reattaining any person trOJll. v•olatlnCJ the proviai.one of 
thia sectlon. In addit1on to granting a tempoc•ry or 
per~Anent injunct1on, the court may i.mpoae a civil p~nalty not 

to exceed forty thousand dollars par vio1ation of this 

section. 

Sec. 27. S~ct1on 20S.ll, Code 1989, is amended to re<ld as 
follows 1 

205.11 ENFORCEMENT, 
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7tle provisions of this chapter and ch~pters ce~ 20lU and 

204 shall be ad.mini~tered and enforced by ttle bo<1rd _2! 

pharmacy ~~a~inera. In dlschar9in9 any duty or exercisanq any 

power onder satci ~~.2!! chapters, the board of ptlarmacy 
examiners shall be 90verned by all the provisions of chapter 

189, which 9overn the department of a9ricolture and l.1nd 
stewardship when dascharqin9 a ai~ilar duty or exerclslnq a 

similar power w1th refe1ence to any of the arti.cles dealt w1th 
tn this titl~, to the ex!!~!_~hat chapter l89 is not 

!.!!.f:£...~!.!!:!.~n~ !!Hh .H!.!!..£!"1..!2!!.r and ch&pUre 20JB anti __ ~Q!. 
Se~. 28. Section 20S.l2, Code l989, is a~onded to read as 

follows: 
205.12 CIIEJ4ICAL AHAL"iSJS OF DRUGS. 

Any chemical analysis deemed neceuuy by the !!2!!f~_....2f 

pharmacy 8xaminers in the enforceMent of this ctlapter and 

chapt.tu i9~ 20l_!! and 204 shaH be made by the department of 
agriculture anJ land stewardship when requested by satci ~~~ 

board of ~!~£1 examiners. 
Sec. 29. Section 205.1), Code 1919, i• clMended to re.1d as 

follows: 
2GS.ll APPLICABILIT~ OF OTY£R S7ATUT&S. 

Insofar c1s applicable the provieions ot chapter 1S9r shall 
apply to the articles de•lt with in th1a chapter and chapters 

i83 1~.!! c1nd 204. The powers vested in the depar trn~nt of 
a9r lculture dnd land stewardship by aeid chapter 189 stlall be 

deemed for the purpose of this chapter and chapters iEH .?.~l~ 

&nd 2()4 to be vested in the !!2!!~ __ £! pharmacy eucniners. 
Sec. lO. Section 131.756, subsection 40, Code 19S9, is 

<lmended to read as follows; 

40. Prosecute VIolations of the tow• drug~~yice, and 
cosmetic Act as reqoestud by the board of pharmacy examiners 

as provided in section i8,A7~ 20JB.7. 
Sec. ll. R£P£AI.S. 

1. Chdpter ~OJ, Code 1989, is repealed. 
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2. Sections 203A.l through 203A.20, Code 1989, are 

repealed. 

Sec. 32. CODE EDITOR TRANSFER. The Code editor shall 

transfer section 203A.21, Code 1989, to the new chapter 2036 

created by this Act. 
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