Florida Senate - 1998 SB 2546
By Senator Mers

27-1261A-98

1 A bill to be entitled

2 An act relating to the Departnent of Health;

3 anending s. 499.003, F.S.; providing

4 definitions; anending s. 499.005, F.S.

5 clarifying prohibited acts; anmending s. 499.01
6 F.S.; conforming listed permits; anending s

7 499.012, F. S.; deleting definitions; clarifying
8 whol esal e distribution and permtting

9 requi renents; authorizing transfers for

10 governnment purposes in certain situations;

11 authorizing a retail pharnmacy to transfer

12 limted quantities of prescription drugs

13 wi t hout a whol esal er pernit; anending s.

14 499. 0121, F.S.; clarifying existing rul emaking
15 authority for the storage and handling of

16 drugs; providing for notification to the

17 departnent; anmending s. 499.0122, F.S.

18 providing for an expiration date of a

19 practitioner's order for nedical oxygen
20 deleting a definition; clarifying provisions
21 related to the sale of veterinary drugs to the
22 public; anmending s. 499.013, F. S.; providing an
23 exenption frompernitting requirenents;
24 anending s. 499.014, F.S.; revising statutory
25 references; anending s. 499.015, F. S.; revising
26 statutory references; anending s. 499. 024,
27 F.S.; providing drug product classification
28 revising statutory references; anendi ng s.
29 499. 028, F.S.; authorizing governnent officers
30 and enpl oyees to possess conplinentary
31 prescription drugs when acting within the scope
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1 of enpl oynent; anending s. 499.03, F.S.

2 revising statutory references; prohibiting

3 possession of certain drugs unless they are

4 | awful | y di spensed pursuant to a valid

5 prescription; anmending s. 499.041, F.S.

6 deleting a fee; providing that fees are

7 nonr ef undabl e; anending s. 499.051, F.S.

8 aut hori zi ng agents of the Departnent of Health
9 to inspect and investigate at any tine, if

10 necessary, to protect the public health;

11 deleting a requirenent that the Departnment of
12 Busi ness and Professional Regul ation inspect
13 retail pharmacy whol esal ers; anendi ng s.

14 499. 066, F.S.; authorizing i nmedi ate

15 ef fectiveness of cease and desist order with
16 provision for notion to abate or nodify the
17 order; amending s. 499.069, F.S.; correcting
18 cross-references to the prohibited acts for

19 crimnal punishnment; creating s. 499.072, F.S.
20 creating the Drug Regul ati on Advi sory G oup;
21 provi di ng nenbership; providing per diemand
22 travel expenses; providing purpose and duti es;
23 aut hori zi ng the departnent to publish
24 conpl i ance policy guidelines setting forth the
25 group's reconmendations; anending s. 499.62,
26 F.S.; providing an intraconpany exception to
27 permtting ether; providing an effective date.
28
29| Be It Enacted by the Legislature of the State of Florida:
30
31
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Section 1. Section 499.003, Florida Statutes, is
amended to read:
499. 003 Definitions of ternms used in ss.
499. 001-499.081.--As used in ss. 499.001-499.081, the term
(1) "Advertisenent" neans any representation
di ssem nated in any nanner or by any neans, other than by
| abeling, for the purpose of inducing, or which is likely to
i nduce, directly or indirectly, the purchase of drugs,
devi ces, or cosnetics.
(2) "Authorized distributor of record" neans a

di stributor with whom a nmanuf acturer has established an

ongoing relationship to distribute the nanufacturer's

products.

(3)t2) "Certificate of free sale" neans a docunent
prepared by the departnent which certifies a drug, device, or
cosnetic, that is registered with the departnent, as one that
can be legally sold in the state.

(4) 3y "O osed pharmacy” neans a pharmacy that is
| i censed under chapter 465 and purchases prescription drugs
for use by a limted patient population and not for whol esal e
distribution or sale to the public. The term does not include
retail pharnacies.

(5)¢t4)y "Color" includes black, white, and internedi ate
grays.

(6) 5y "Color additive" means a material that:

(a) |Is a dye pignent, or other substance, nade by a
process of synthesis or simlar artifice, or extracted,
i sol ated, or otherw se derived, with or without internediate
or final change of identity froma vegetable, aninal, mineral
or other source; or
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(b) When added or applied to a drug or cosnetic or to
t he human body, or any part thereof, is capable al one, or

t hrough reaction with other substances, of inparting color
t hereto;

except that the termdoes not include any material which has
been or hereafter is exenpt under the federal act.
(7) "Conmon control" neans the power to direct or

cause the direction of the managenent and policies of a person

or an organi zati on, whether by ownership of stock, by voting

rights, by contract, or otherw se.

(8) t6) "Conpressed nedi cal gas" means any |iquefied or
vapori zed gas that is a prescription drug, whether it is alone
or in conbination with other gases.

(9) 7 "Cosnetic" means an article that is:

(a) Intended to be rubbed, poured, sprinkled, or
sprayed on; introduced into; or otherwi se applied to the human
body or any part thereof for cleansing, beautifying, pronoting
attractiveness, or altering the appearance; or

(b) Intended for use as a conponent of any such
articl e;

except that the term does not include soap

(10)¢(8) "Counterfeit drug, counterfeit device, or
counterfeit cosnmetic" neans a drug, device, or cosnetic which,
or the container, seal, or |labeling of which, wthout
aut hori zati on, bears the trademark, trade nane, or other
identifying mark, inprint, or device, or any likeness thereof,
of a drug, device, or cosnetic manufacturer, processor,
packer, or distributor other than the person that in fact
manuf act ured, processed, packed, or distributed that drug,

4
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device, or cosnetic and which thereby falsely purports or is
represented to be the product of, or to have been packed or
di stributed by, that other drug, device, or cosnetic
manuf act urer, processor, packer, or distributor.

(11) {9y "Departnment"” neans the Departnent of Health
ant—Rehabi-Htati-ve—Serviees.
(12) (26 "Devi ce" neans any instrunent, apparatus,

i mpl erent, machine, contrivance, inplant, in vitro reagent, or
other simlar or related article, including its conponents,
parts, or accessories, which is:

(a) Recognized in the current edition of the United
St at es Phar macopoei a and National Formnul ary, or any suppl enent
t her eof ,

(b) Intended for use in the diagnosis, cure,
mtigation, treatnent, therapy, or prevention of disease in
humans or ot her animals, or

(c) Intended to affect the structure or any function
of the body of humans or other ani nals,

and whi ch does not achieve any of its principal intended
pur poses through chem cal action within or on the body of
humans or other animals and which is not dependent upon being
net abol i zed for the achievenent of any of its principal
i nt ended pur poses.

(13) (1) "Drug" neans an article that is:

(a) Recognized in the current edition of the United

St at es Phar macopoei a and National Fornulary, official
Honeopat hi ¢ Phar macopoeia of the United States, or any
suppl enent to any of those publications;
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(b) Intended for use in the diagnosis, cure,
mtigation, treatnent, therapy, or prevention of disease in
humans or ot her ani mals;
(c) Intended to affect the structure or any function
of the body of humans or other animals; or
(d) Intended for use as a conponent of any article
specified in paragraph (a), paragraph (b), or paragraph (c),
but does not include devices or their conponents, parts, or
accessori es.
(14) (¥2) "Establishment™ nmeans a place of business at
one general physical |ocation
(15) (33) "Federal act" neans the Federal Food, Drug,
and Cosnetic Act, 21 U.S.C. ss. 301 et seq.; 52 Stat. 1040 et
seq.
(16) {34 "Health care entity" neans a cl osed pharmacy

or any person, organization, or business entity that provides
di agnostic, nedical, surgical, or dental treatnent or care, or
chronic or rehabilitative care, but does not include any

whol esal e distributor or retail pharmacy |icensed under state
law to deal in prescription drugs.

(17) £15) "I nmmedi ate contai ner” does not include
package |iners.

(18) (16) "Investigational drug" means any drug
reconmended by the Florida Drug Technical Review Panel for a
speci fic use under a protocol approved by the departnent and
i ntended solely for investigational use in the state by
experts qualified by scientific training and experience to
i nvestigate the safety and effectiveness of drugs.

(19) (7 "Label " nmeans a display of witten, printed,
or graphic matter upon the inmedi ate contai ner of any drug,
device, or cosnetic. A requirenment made by or under authority

6
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of ss. 499.001-499.081 or rul es adopted under those sections
that any word, statenment, or other infornmation appear on the
| abel is not conplied with unless such word, statenent, or
other information al so appears on the outside container or
wrapper, if any, of the retail package of such drug, device,
or cosnetic or is easily legible through the outside container
or W apper.

(20) ¢18) "Labeling" neans all |abels and other
witten, printed, or graphic matters:

(a) Upon a drug, device, or cosnetic, or any of its
contai ners or w appers; or

(b) Acconpanying or related to such drug, device, or
cosmnetic.

(21) ¢19) "Legend drug," "prescription drug," or
"medi ci nal drug" means any drug, including, but not linmted
to, finished dosage forns, or active ingredients subject to,
defined by, or described by s. 503(b) of the Federal Food,
Drug, and Cosnetic Act or s. 465.003(7), s. 499.007(12), or s.
499.0122(1)(b) or (c).

(22) £26) "Manuf acture” means the preparation
deriving, conpoundi ng, propagation, processing, producing, or
fabrication of any drug, device, or cosnetic. The term
i ncl udes repackagi ng or otherw se changi ng the contai ner
wrapper, or labeling to further the distribution of the drug,
devi ce, or cosnetic.

(23) 213y "Manufacturer”™ means a person who prepares,
derives, manufactures, or produces a drug, device, or
cosnetic. The term excl udes pharnmacies that are operating in
conpliance with pharnacy practice standards as defined in
chapter 465 and rul es adopted under that chapter
(24) 22y "New drug" neans:
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(a) Any drug the conposition of which is such that the
drug is not generally recogni zed, anpong experts qualified by
scientific training and experience to evaluate the safety and
ef fectiveness of drugs, as safe and effective for use under
the conditions prescribed, recommended, or suggested in the
| abeling of that drug; or
(b) Any drug the conposition of which is such that the
drug, as a result of investigations to determne its safety
and effectiveness for use under certain conditions, has been
recogni zed for use under such conditions, but which drug has
not, other than in those investigations, been used to a
material extent or for a material tine under such conditions.
(25) 23y "Oficial conpendiunf nmeans the current
edition of the official United States Pharmacopoei a and
Nati onal Formul ary, or any suppl enent thereto.
(26) (24) "Person” means any individual, child, joint
venture, syndicate, fiduciary, partnership, corporation
di vision of a corporation, firm trust, business trust,
conpany, estate, public or private institution, association,
organi zation, group, city, county, city and county, politica
subdi vision of this state, other governnental agency wthin
this state, and any representative, agent, or agency of any of
the foregoing, or any other group or conbination of the
f or egoi ng.
(27) £25) "Prepackaged drug product” means a drug that
originally was in finished packaged form sealed by a
manuf acturer and hat is placed in a properly | abel ed contai ner
by a pharmacy or practitioner authorized to di spense pursuant
to chapter 465 for the purpose of dispensing in the
establi shnent in which the prepackagi ng occurred.
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(28){26) "Prescription nedical oxygen" neans oxygen

USP which is a drug that can only be sold on the order or
prescription of a practitioner authorized by law to prescri be.
The | abel of prescription nedical oxygen nmust conply with
current | abeling requirenents for oxygen under the Federa
Food, Drug, and Cosnetic Act.

(29)2#) "Proprietary drug," or "OIC drug,"” neans a
patent or over-the-counter drug in its unbroken, origina
package, which drug is sold to the public by, or under the
authority of, the manufacturer or primary distributor thereof,
is not msbranded under the provisions of ss. 499.001-499. 081
and can be purchased without a prescription

(30) "Retail pharmacy" nmeans a community pharnmacy

perm tted under chapter 465 which purchases prescription drugs

only at fair market prices and not for its own use and

provi des prescription services to the public. A retai

pharnmacy may not also be a health care entity.
(31) (28} "Technical panel" neans the Florida Drug
Techni cal Revi ew Panel

(32) (299" Veterinary | egend drug" or "veterinary

prescription drug" neans a |l egend drug intended solely for
veterinary use. The |abel of the drug nust bear the
statenent, "Caution: Federal law restricts this drug to sale
by or on the order of a licensed veterinarian."

(33) "Whol esal e distribution" neans the distribution

of a prescription drug to a person other than a consuner or

patient.
(34) "Whol esale distributor" nmeans any person engaged

in whol esal e distribution of prescription drugs in or into

this state, including manufacturers; repackers; own-|abe

distributors; jobbers; private-label distributors; brokers;
9
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war ehouses, including manufacturers' and distributors

war ehouses, drug chai n warehouses, and whol esal e drug

war ehouses; independent whol esal e drug traders; exporters;

retail pharmacies; and the agents thereof that conduct

whol esal e distributions.

Section 2. Section 499.005, Florida Statutes, is
amended to read:

499. 005 Prohibited acts.--It is unlawful to perform or
cause the performance of any of the following acts in this

st ate:

(1) The manufacture, repackaging, sale, delivery, or
hol ding or offering for sale of any drug, device, or cosnetic
that is adulterated or m sbranded or has otherw se been
rendered unfit for human or ani mal use.

(2) The adulteration or nisbranding of any drug,
devi ce, or cosnetic.

(3) The receipt of any drug, device, or cosnetic that
is adulterated or m sbranded, and the delivery or proffered
delivery of such drug, device, or cosnetic, for pay or
ot herw se.

(4) The sale, distribution, purchase, trade, hol ding,
or offering of any drug, device, or cosnetic in violation of
ss. 499.001-499. 081

(5) The dissenination of any fal se or nisleading
advertisenent of a drug, device, or cosnetic.

(6) The refusal

(a) To allow the department to enter or inspect an
establ i shnent in which drugs, devices, or cosnetics are
manuf act ured, processed, repackaged, sold, brokered, or held;

(b) To allowinspection of any record of that
est abl i shnent;

10
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(c) To allow the departnment to enter and inspect any
vehicle that is being used to transport drugs, devices, or
cosnetics; or

(d) To allow the departnment to take sanples of any
drug, device, or cosnetic.

(7) The giving of a false guaranty or false
undertaking with respect to a drug, device, or cosnetic,
except by a person who relied on a guaranty or undertaking to
the sane effect signed by, and containing the nane and address
of, the person residing in this state from whom she or he
received in good faith the drug, device, or cosnetic.

(8 Committing any act that causes a drug, device, or
cosnetic to be a counterfeit drug, device, or cosnetic; or
selling, dispensing, or holding for sale a counterfeit drug,
devi ce, or cosnetic.

(9) The alteration, nutilation, destruction
obliteration, or renoval of the whole or any part of the
| abeling of a drug, device, or cosnetic, or the doing of any
other act with respect to a drug, device, or cosnetic, if the
act is done while the drug, device, or cosnetic is held for
sale and the act results in the drug, device, or cosnetic
bei ng ni shranded.

(10) Forging; counterfeiting; sinulating; falsely
representing any drug, device, or cosnetic; or, wthout the
authority of the manufacturer, using any nark, stanp, tag,
| abel, or other identification device authorized or required
by rul es adopted under ss. 499.001-499. 081

(11) The use, on the labeling of any drug or in any
advertisenent relating to such drug, of any representation or
suggestion that an application of the drug is effective when

11
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it is not or that the drug conplies with ss. 499. 001-499. 081
when it does not.

(12) The possession of any drug in violation of ss.
499. 001- 499. 081.

(13) The sale, delivery, holding, or offering for sale
of any self-testing kits designed to tell persons their status
concerni ng human i nmunodefi ci ency virus or acquired i mmune
deficiency syndronme or related disorders or conditions. This
prohibition shall not apply to hone access HV test Kkits
approved for distribution and sale by the United States Food
and Drug Admi nistration.

(14) The purchase or receipt of a legend drug froma
person that is not authorized under this chapter thet+awof

the—state—+n—which—thepersoen—resides to distribute | egend
dr ugs.

(15) The sale or transfer of a legend drug to a person
that is not authorized under the law of the jurisdiction in
whi ch the person receives the drug +estdes to purchase or

possess | egend drugs.
(16) The purchase or receipt of a conpressed nedica
gas froma person that is not authorized under this chapter

the—t+awof—the—state+n—which—theperson—+estdes to distribute

conpr essed nedi cal gases.

(17) The sale, purchase, or trade, or the offer to
sell, purchase, or trade, a drug sanple as defined in s.
499.028; the distribution of a drug sanple in violation of s.
499.028; or the failure to otherwise conply with s. 499. 028.

(18) Failure to maintain records as required by ss.
499. 001-499. 081 and rul es adopt ed under those sections.

(19) Providing the departnment with false or fraudul ent
records, or naking false or fraudulent statenents, regarding

12
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any matter within the provisions of chapter 499 a—drug
deviece—or——coshetie.

(20) The inportation of a | egend drug except as

provided by s. 801(d) of the Federal Food, Drug, and Cosnetic
Act .

(21) The wholesale distribution of any prescription
drug that was:

(a) Purchased by a public or private hospital or other
health care entity; or

(b) Donated or supplied at a reduced price to a
charitabl e organi zati on.

(22) Failure to obtain a pernit or registration, or
operating without a valid pernit, when a pernmit or
registration is as required by ss. 499.001-499. 081 for that
activity.

(23) The distribution of a | egend device to the

patient or ultinmate consuner wthout a prescription or order

froma practitioner licensed by |law to use or prescribe the

devi ce.

Section 3. Subsection (1) of section 499.01, Florida
Statutes, is anended to read:

499.01 Pernits; applications; renewal; genera
requi renments. - -

(1) Any person that is required under ss.

499. 001-499.081 to have a permt nust apply to the departnent
on forns furnished by the departnent.

(a) A pernit issued pursuant to ss. 499.001-499. 081
may be issued only to an individual who is at |east 18 years
of age or to a corporation that is registered pursuant to
chapter 607 or chapter 617 and each officer of which is at
| east 18 years of age.

13
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(b) An establishnment that is a place of residence may

not receive a pernit and nmay not operate under ss.

499. 001- 499. 081.

(c) A person that applies for or renews a pernmit to
manuf acture or distribute | egend drugs nay not use a nane
identical to the nanme used by any ot her establishnent or
| icensed person authorized to purchase prescription drugs in
t hi s st at e;—exeept—that—aretatt—pharracy—drug—wholesaler—w+H-
be—isstuet—apermt—in—thenanre—of—its—retat-—pharmacy—permt.

(d) A pernmt is required for each establishnment that
operates as a:

1. Prescription drug manufacturer
Over -t he-counter drug nanufacturer
Conpr essed nedi cal gas manufact urer
Devi ce manuf act urer;

Cosneti ¢ manuf act urer;

Prescription drug whol esal er;

Conpr essed nedi cal gas whol esal er

Qut-of -state prescription drug whol esal er
Restricted prescription drug distributor Retat+
phar-rmacy—drug—wholt-esat-er;

10. Veterinary legend drug retail establishnent;

© 0 N o O kAwDN

11. Medical oxygen retail establishment; or

12. Conplinmentary drug distributor

Section 4. Section 499.012, Florida Statutes, is
amended to read:

499. 012 Whol esal e distribution; defHnttiensrpermts;
general requirenents. --

(1) As used in this section and for the purposes of s.
499. 005(21), the term whol esal e distribution does not include:

14

CODING:Words st+ieken are deletions; words underlined are additions.




Florida Senate - 1998 SB 2546
27-126

ri
1261A- 98

1 (a) The following activities provided the activity is
2 | conducted under the provisions of s. 499. 014-Wotesate

3| g botion " oot : o I

4 | persons—other—thafn—aconstuher—or—patient—but—does—hot

5 | netude:

6 1. The purchase or other acquisition by a hospital or
7| other health care entity that is a nenber of a group

8 | purchasi ng organi zation of a prescription drug for its own use
9| fromthe group purchasing organi zation or fromother hospitals
10| or health care entities that are nenbers of that organization
11 2. The sale, purchase, or trade of a prescription drug
12 | or an offer to sell, purchase, or trade a prescription drug by
13| a charitabl e organi zation described in s. 501(c)(3) of the

14 | I nternal Revenue Code of 1986, as anended and revised, to a

15| nonprofit affiliate of the organization to the extent

16 | otherwi se pernitted by | aw

17 3. The sale, purchase, or trade of a prescription drug
18 | or an offer to sell, purchase, or trade a prescription drug

19 | anong hospitals or other health care entities that are under
20 | common control . i onr—

21

22

23 , , ,
24 | er—otherwse—

25 (b) The following activities when perforned under

26 | rul es adopted by the departnent:

27 1.4~ The sal e, purchase, or trade of a prescription

28 | drug anong federal, state, or |ocal government health care

29 | entities that are under common control and are authorized to
30 | purchase such prescription drug.

31
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2. The sale, purchase, trade, or other transfer of a

prescription drug fromor for a federal, state, or |loca

governnent agency or any entity eligible to purchase

prescription drugs at public health services prices under s.
602 of Pub. L. No 102-585 to a contract provider or its
subcontractor for eligible patients of the entity under the

foll owi ng conditions:

a. The entity obtains witten authorization for the

sal e, purchase, trade, or other transfer of a prescription

drug under this paragraph fromthe Secretary of the Departnent

of Health. This witten authorizati on nust be based on a

favorabl e recommendation by the Drug Regul ati on Advi sory G oup

that has reviewed the entity's subnission to the departnent of

a detailed plan and justification for the sale, purchase,

trade, or other transfer of a prescription drug under this

par agraph and nust enhance the public's health by inproving

needed access, quality, or safety because current patient drug

delivery systens are inadequate;

b. The contract provider or subcontractor nust be

aut hori zed by law to adninister or di spense prescription

dr ugs;
c. In the case of a subcontractor, the entity nust be

a part of and execute the subcontract;

d. A contract provider or subcontractor nust nmintain

separate and apart any prescription drugs of the entity inits

possessi on from other prescription drug inventory;

e. The contract provider and subcontractor shal

nmai ntain and produce i mediately for inspection all records of

novenent or transfer of all the prescription drugs bel ongi ng

to the entity including, but not limted to, the records of

recei pt and disposition of prescription drugs. Each contractor
16
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and subcontractor dispensing or adm nistering these drugs

shal |l mmintain and produce records docunenting the di spensing

or adm nistration. Records required to be maintained include a

perpetual inventory item zing drugs received and drugs

di spensed by prescription nunber or administered by patient

identifier, which shall be submitted to the entity nonthly;

f. The contract provider or subcontractor shall either

adm ni ster or dispense the prescription drugs only to the

eligible patients of the entity or shall return the

prescription drug for or to the entity. The contract provider

or subcontractor shall require proof from each person seeking

to fill a prescription or obtain treatnent that the person is

an eligible patient of the entity and shall at a nini num

mai ntain a copy of this proof as part of the records of the

contractor or subcontractor required by sub-subparagraph 2.d.

and
g. In addition to the departnent's inspection

authority provided in s. 499.051, the establishnent of the

contract provider and subcontractor and all records pertaining

to prescription drugs subject to this subparagraph are subject

to inspection by the entity.

3.5~ The sale, purchase, or trade of a prescription
drug or an offer to sell, purchase, or trade a prescription
drug for energency nedical reasons; for purposes of this
subpar agraph, the term "energency nedical reasons" includes
transfers of prescription drugs by a retail pharmacy to
another retail pharmacy to alleviate a tenporary shortage. -

4.6 The transfer purchase—or—acqtisition of a

prescription drug acquired by a nedical director on behal f of

a licensed an energency nedical services provider to that

medti-cal—director—for—use—by energency nedi cal services
17
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provider and its transport vehicles for use pursuant to the

provider's |license under proeviders—acting—wthin—the—scope—-of
thetrr—professionat—practiece—pursuant—to chapter 401

5. 7- The di spensing of a prescription drug pursuant to

a prescription under chapter 465.

6. 8- The distribution of prescription drug sanples by
manuf acturers' representatives or distributors
representatives conducted under s. 499.028. —of

7.9- The sale, purchase, or trade of blood and bl ood
conponents intended for transfusion. As used in this section
the term"bl ood" neans whol e blood collected froma single
donor and processed either for transfusion or further
manuf acturing, and the term "bl ood conponents" neans that part

of the bl ood separated by physical or nechani cal neans.

the—pubHe—
(2) The followi ng types of wholesaler pernits are
est abl i shed:
(a) A prescription drug wholesaler's permt. A
prescription drug whol esaler is a whol esal e distributor that
18
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may engage in the whol esal e distribution of prescription
drugs. A prescription drug whol esaler that applies to the
departnent after January 1, 1993, nust subnit a bond of $200,
payable to the Florida Drug, Device, and Cosnetic Trust Fund.
This bond will be refunded to the pernittee when the pernmit is
returned to the departnent and the pernittee ceases to
function as a business. A pernittee that fails to notify the
departnment before changing the address of the business, fails
to notify the departnent before closing the business, or fails
to notify the departnent before a change of ownership forfeits
its bond.

(b) A conpressed nedical gas wholesaler's permt. A
conpr essed nedi cal gas whol esaler is a whol esal e distributor
that is linmted to the wholesal e distribution of conpressed
nedi cal gases to other than the consuner or patient. The
conpressed nedical gas nmust be in the original sealed
contai ner that was purchased by that whol esal er. A conpressed
nmedi cal gas whol esal er may not possess or engage in the
whol esal e distribution of any prescription drug other than
conpressed nedi cal gases. The departnent shall adopt rules
that govern the whol esal e distribution of prescription nedica
oxygen for energency use. Wth respect to the energency use
of prescription nedical oxygen, those rules may not be
inconsistent with rules and regul ati ons of federal agencies
unl ess the Legislature specifically directs otherwi se.

(c) An out-of-state prescription drug wholesaler's
permt. An out-of-state prescription drug wholesaler is a
whol esal e distributor |located outside this state which engages
in the whol esal e distribution of prescription drugs into this
state and which nust be pernitted by the departnent and conply

19
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with all the provisions required of a wholesale distributor
under ss. 499. 001-499. 081

1. The out-of-state drug whol esal er nust nmmintain at
all times a license or permit to engage in the whol esal e
di stribution of prescription drugs in conpliance with | aws of
the state in which it is a resident.

2. An out-of-state prescription drug wholesaler's
permit is not required for an intraconpany sale or transfer of
a prescription drug froman out-of-state establishnent that is
duly licensed as a prescription drug wholesaler, in its state
of residence, to a licensed prescription drug whol esaler in
this state, if both whol esal ers are under commopn control. The
recordkeepi ng requirenments of s. 499.0121(6) nust be foll owed
for this transaction.

3. The departnent may adopt rules that allow
out-of -state drug whol esalers to obtain a drug whol esal e
permit on the basis of reciprocity to the extent that an
out - of -state drug whol esal er

a. Possesses a valid pernit granted by anot her state
that has requirenents conparable to those that a drug
whol esaler in this state nust neet as prerequisites to
obtaining a permt under the laws of this state.

b. Can show that the other state from which the
whol esal er holds a pernit would extend reciprocal treatnent

under its own laws to a drug whol esaler of this state.

20

CODING:Words st+ieken are deletions; words underlined are additions.




Florida Senate - 1998 SB 2546
27-126

ri
1261A- 98

© 00 N o O W DN P

e
N B O

=
w

15

16

17

18

19

20 | 6f—s5—499-0061-499-08%-

21 (3) A person that engages in wholesal e distribution of
22 | prescription drugs in this state nust first have a whol esal e
23 | distributor's pernmit issued by the departnent, except as noted
24 | in this section. Each establishnment nust be separately

25| permitted except as noted in this subsection

26 (a) A separate establishnment pernit is not required

27 | when a pernitted prescription drug whol esal er consigns a

28 | prescription drug to a pharmacy that is pernitted under

29 | chapter 465 and located in this state, provided that:

30 1. The consignor whol esaler notifies the departnent in
31| witing of the contract to consign prescription drugs to a

21
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pharnmacy along with the identity and | ocation of each
consi gnee phar nacy;

2. The pharnmacy maintains its permt under chapter
465;

3. The consi gnor whol esal er, which has no | ega
authority to dispense prescription drugs, conplies with al
whol esal e distribution requirenents of s. 499.0121 with
respect to the consigned drugs and nai ntains records
docunenting the transfer of title or other conpletion of the
whol esal e distribution of the consigned prescription drugs;

4. The distribution of the prescription drug is
ot herwi se I awful under this chapter and ot her applicable |aw,

5. Open packages containing prescription drugs within
a pharmacy are the responsibility of the pharnacy, regardl ess
of how the drugs are titled; and

6. The pharnmacy di spenses the consi gned prescription
drug in accordance with the limtations of its pernmit under
chapter 465 or returns the consigned prescription drug to the
consi gnor whol esaler. In addition, a person who holds title to
prescription drugs may transfer the drugs to a person
permitted or licensed to handle the reverse distribution or
destruction of drugs. Any other distribution by and neans of
t he consigned prescription drug by any person, not linted to
t he consi gnor whol esal er or consi gnee pharnmacy, to any other
person is prohibited.

(b) A wholesale distributor's pernit is not required
for the one-tine transfer of title of a pharmacy's lawfully
acquired prescription drug inventory by a pharmacy with a
valid permt issued under chapter 465 to a consignor
prescription drug whol esaler, pernitted under this chapter, in
accordance with a witten consi gnnent agreenent between the
22
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pharnmacy and that wholesaler if: the permtted pharnacy and
the pernmitted prescription drug whol esaler conply with all of
the provisions of paragraph (a) and the prescription drugs
continue to be within the pernmtted pharmacy's inventory for
di spensing in accordance with the limtations of the pharnacy
permt under chapter 465. A consignor drug whol esal er may not
use the pharmacy as a whol esale distributor through which it
di stributes the | egend drugs to other pharmacies. Nothing in
this section is intended to prevent a whol esal e drug
distributor fromobtaining this inventory in the event of
nonpaynent by the pharnacy.

(c) Aretail pharmacy may distribute approved drugs as

ins. 499.023, up to 5 percent of its retail pharmacy

pur chases of prescription drugs prescribed to other |icensed

pharnacies in this state or to health care practitioners

licensed and located in this state and authorized by law to

di spense or prescribe prescription drugs w thout obtaining a

permt under this section. If wholesale distribution activity

exceeds the 5-percent threshold or the intended distribution

is to a person not authorized under this paragraph, a

prescription drug wholesaler's pernit nust be obtained as

provided by law. Al records of prescription drug

di stributions under this section nust be nmintained separate

and distinct fromdi spensing or other records and nust conply

with the recordkeeping requirenents of s. 499.0121 and the

rul es adopted thereunder

(d) ey The departnent shall require information from
each whol esal e distributor as part of the pernit and renewal
of such permit, as required under s. 499.01

(4) Personnel enployed in whol esal e distribution nust
have appropriate educati on and experience to enable themto
23
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performtheir duties in conpliance with state permtting
requi rements.

Section 5. Subsections (6) and (7) of section
499. 0121, Florida Statutes, are anended to read:

499. 0121 Storage and handling of prescription
drugs. --The departnent shall adopt such rules relating to
whol esal e drug distribution as are necessary to protect the
public health, safety, and welfare. Such rules shall include,
but not be linmited to, requirenents for the storage and
handl i ng of prescription drugs and for the establishnent and
nmai nt enance of prescription drug distribution records.

(6) RECORDKEEPI NG --The departnent shall adopt rul es
that require keeping such records of prescription drugs as are
necessary for the protection of the public health. Records
t hat docunent the distribution of prescription drugs nust be

prepared at the tine of the distribution.

(a) \Whol esale drug distributors nust establish and
mai ntain inventories and records of all transactions regarding
the receipt and distribution or other disposition of
prescription drugs. These records nust provide a conplete
audit trail fromreceipt to sale or other disposition, be
readily retrievable for inspection, and include, at a nini num
the following information

1. The source of the drugs, including the nanme and
princi pal address of the seller or transferor, and the address
of the location fromwhich the drugs were shipped;

2. The nane, principal address, and state |icense
permt or registration nunber of the person authorized to
purchase prescription drugs;

3. The name, strength, dosage form and quantity of
the drugs received and distributed or disposed of; and

24

CODING:Words st+ieken are deletions; words underlined are additions.




© 00 N o O W DN PP

W WNNNNMNNMNNNMNNNNRRRERRPRPEPR R R R
P O © 0 N O 00~ WNIERPLO O ®~NO®Uu D WNER O

Florida Senate - 1998 SB 2546
27-1261A-98

t
4. The dates of receipt and distribution or other
di sposition of the drugs.

(b) Inventories and records nust be nade avail able for
i nspection and phot ocopyi ng by authorized federal, state, or
| ocal officials for a period of 2 years follow ng disposition
of the drugs.

(c) Records described in this section that are kept at
the inspection site or that can be immediately retrieved by
conputer or other electronic neans nust be readily avail abl e
for authorized inspection during the retention period.

Records that are kept at a central l|ocation outside of this
state and that are not electronically retrievable nust be nade
avail able for inspection within 2 working days after a request
by an aut horized official of a federal, state, or local |aw
enforcenent agency. Records that are maintained at a centra
location within this state nmust be maintai ned at an
establishnent that is pernitted pursuant to ss.

499. 001-499. 081 and nust be readily avail abl e.

(d)1. Each person who is engaged in the whol esal e
distribution of a prescription drug, and who is not an
aut hori zed distributor of record of such drug, nust provide to
each whol esal e distributor of such drug, before the sale is
made to such whol esale distributor, a witten statenent
i dentifying each previous sale of the drug. The witten
statenent identifying all sales of such drug nust acconpany
the drug for each subsequent whol esal e distribution of the
drug to a whol esale distributor. The departnent shall adopt
rules relating to the requirenents of this witten statenent.
A copy of the witten statenent nust be nmintained by each

reci pi ent.

25
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2. Each whol esal e distributor of prescription drugs

nmust maintain separate and distinct fromother required

records all statenents that are required under subparagraph 1

3. Each manufacturer of a prescription drug sold in

this state nust maintain at its corporate offices a current

list of authorized distributors and nust make such I|i st

avail abl e to the departnent upon request.

(7) WRITTEN POLI Cl ES AND PROCEDURES. - - Whol esal e drug
di stributors nust establish, maintain, and adhere to witten
policies and procedures, which nust be foll owed for the
receipt, security, storage, inventory, and distribution of
prescription drugs, including policies and procedures for
i dentifying, recording, and reporting |osses or thefts, and
for correcting all errors and inaccuracies in inventories.

Whol esal e drug distributors nmust include in their witten
policies and procedures:

(a) A procedure whereby the ol dest approved stock of a
prescription drug product is distributed first. The procedure
may pernit deviation fromthis requirenent, if the deviation
is tenporary and appropri ate.

(b) A procedure to be followed for handling recalls
and wi thdrawal s of prescription drugs. Such procedure nust be
adequate to deal with recalls and withdrawal s due to:

1. Any action initiated at the request of the Food and
Drug Administration or any other federal, state, or l|ocal |aw

26
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enforcenent or other governnent agency, including the
depart nent.

2. Any voluntary action by the manufacturer to renove
defective or potentially defective drugs fromthe market; or

3. Any action undertaken to pronote public health and
safety by replacing existing nerchandise with an i nproved
product or new package design

(c) A procedure to ensure that whol esal e drug
di stributors prepare for, protect against, and handl e any
crisis that affects security or operation of any facility if a
strike, fire, flood, or other natural disaster, or a | ocal
state, or national energency, occurs. This procedure nust

include notification to the departnment within 3 busi ness days

after any occurrence that nmay have exposed prescription drugs

to danmge or adulteration. Such notification nmay be verbal but

nust be followed by witten notification within 15 days after

t he occurrence.

(d) A procedure to ensure that any outdated
prescription drugs are segregated from other drugs and either
returned to the manufacturer or destroyed. This procedure
nmust provide for witten docunentation of the disposition of
outdated prescription drugs. This docunentation nust be
mai ntai ned for 2 years after disposition of the outdated
dr ugs.

(e) A procedure to notify the departnent within 3

busi ness days after the discovery of any |oss or theft of

prescription drugs val ued at $50, 000 or nore.
Section 6. Section 499.0122, Florida Statutes, is
anended to read:

27
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1 499. 0122 Medi cal oxygen and veterinary | egend drug

2| retail establishnments; definitions, permts, genera

3| requirenents. --

4 (1) As used in this section, the term

5 (a) "Medical oxygen retail establishnment" neans a

6 | person licensed to sell nedical oxygen to patients only. The
7 | sal e nust be based on an order froma practitioner authorized
8| by lawto prescribe. The term does not include a pharnacy

9] licensed to dispense under chapter 465.

10 1. A nedical oxygen retail establishnent nmay not

11 | possess, purchase, sell, or trade any | egend drug other than
12 | nedi cal oxygen

13 2. A nedical oxygen retail establishnent may refil

14 | nedi cal oxygen for an individual patient based on an order

15 ) froma practitioner authorized by law to prescribe. An order
16 | for nedical oxygen is not valid for nore than 1 year

17 (b) "Prescription nedical oxygen" neans oxygen USP

18 | that is a conpressed nedical gas and which can only be sold on
19 | the order or prescription of a practitioner authorized by |aw
20| to prescribe. The label of prescription nedical oxygen nust
21| comply with current |abeling requirenents for oxygen under the
22 | Federal Food, Drug, and Cosnetic Act.

23 . i .

24 | intended—sotety—for—veternary—use—thetabet—of—the—drug

25 | ryst—bear—thestatenrent—Caut+en—Federal—tawrestr+iets—this
26 | drug—to—use—byor—on—the—order—of—atH-ecensed—veternarian—
27 (c)td)y "Veterinary |l egend drug retail establishnent”

28 | neans a person pernitted to sell veterinary |legend drugs to
29 | the public or to veterinarians, but does not include a

30 | pharmacy |icensed under chapter 465.

31
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1. A veterinary legend drug retail establishnment nust

sell a veterinary |egend drug FThe—sateto—thepubtecrust—be

based on a valid witten order froma veterinarian |icensed in

this state who has a valid client-veterinarian-patient
relationship with the purchaser's ani nal

2. Veterinary |legend drugs may not be sold in excess
of the amount clearly indicated on the order or beyond the
date indicated on the order

3. An order may not be valid for nore than 1 year

4. A veterinary legend drug retail establishnment may
not purchase, sell, trade, or possess human prescription drugs
or any controlled substance as defined in chapter 893.

5. Aveterinary legend drug retail establishnent nust
sell veterinary drugs in original, sealed manufacturer's
containers with all labeling intact and | egible.

(2)(a) A person that engages in the retail sale of
nedi cal oxygen or veterinary |legend drugs in this state nust
first have a retail establishnent permt issued by the
depart nent.

(b) The departnent shall adopt rules relating to
information required fromeach retail establishnment pursuant
to s. 499.01(2).

(c) Aretail establishnment nmust conply with all of the
whol esal e distribution requirenments of s. 499. 0121 except
those set forth in s. 499.0121(6)(d).

(d) Legend drugs sold by a retail establishnent
pursuant to a practitioner's order nay not be returned into
the retail establishnment's inventory.

Section 7. Section 499.013, Florida Statutes, is
amended to read:

29
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1 499. 013 Manufacturers of drugs, devices, and

2| cosnetics; definitions, permts, and general requirenents.--
3 (1) As used in this section, the term "nmanufacture"

4| has the neaning assigned to it under s. 499.003. A pharnacy is
5] exenpt fromthis definition if it is operating in conpliance
6 | with pharnmacy practice standards as defined in chapter 465 and
7 | the rul es adopted under that chapter

8 (2) Any person that engages in the manufacture of

9| drugs, devices, or cosnetics in this state nust first obtain
10| one of the following permts and nay engage only in the

11 ) activity all owed under that permt:

12 (a) A prescription drug manufacturer's permt is

13 | required for any person that nanufactures a prescription drug
14| in this state.

15 1. A person that operates an establishnent permtted
16 | as a prescription drug nanufacturer may engage in whol esal e
17 | distribution of prescription drugs nmanufactured at that

18 | establishnent and nust conply with all the provisions of ss.
19 | 499. 001-499. 081 and the rul es adopted under those sections
20| that apply to a whol esal e distributor
21 2. A prescription drug manufacturer permttee nust
22 | comply with all appropriate state and federal good
23 | manufacturing practices.
24 (b) A person authorized to distribute prescription
25| drugs under this chapter is exenpt fromobtaining a permt
26 | under this section if the person perforns the linited
27 | manufacturing operation of attaching a nmanufacturer's package
28 |insert to an individual unit for further distribution of
29 | prescription drugs packaged by the nmanufacturer in nmulti-unit
30 | packages under the foll owi ng conditions:
31
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1. The person does not open the i medi ate contai ner

seal ed by the nanufacturer

2. The manufacturer has not stated the package cannot

be broken;
3. The prescription drug is not available fromthe

manuf acturer in an individual unit;

4, The individual unit is fully labeled for further

di stribution;

5. The person has conplied with all appropriate

federal registration requirenents and state and federa

current good manufacturing practices including, but not

limted to, fully labeling all individual units of a

nmul ti-unit package concurrent with penetrating the secondary

cont ai ner;
6. The individual unit is distributed only to a health

care practitioner or EVMS service provider for the purpose of

adm ni stration and not for dispensing or further whol esal e

di stribution; and

7. Notification is provided to the departnent in

witing that the person intends to engage in this activity.

(c) tb)y An over-the-counter drug manufacturer's permt
is required for any person that engages in the manufacture of
an over-the-counter drug.

1. An over-the-counter drug nanufacturer pernittee nay
not possess or purchase prescription drugs.

2. A pharmacy is exenpt from obtaining an
over-the-counter drug nmanufacturer's permt if it is operating
in conpliance with pharnmacy practice standards as defined in
chapter 465 and the rul es adopted under that chapter

31
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3. An over-the-counter drug nmanufacturer pernittee
nmust conply with all appropriate state and federal good
manuf act uri ng practi ces.

(d) ey A conpressed nedi cal gas manufacturer's permt
is required for any person that engages in the manufacture of
conpressed nedi cal gases or repackages conpressed nedica
gases from one contai ner to another

1. A conpressed nedical gas nanufacturer pernmittee nay
not nmanufacture or possess any prescription drug other than
conpr essed nedi cal gases.

2. A conpressed nedical gas manufacturer pernittee nmay
engage in whol esale distribution of conpressed nedi cal gases
manuf actured at that establishment and nust conply with al
the provisions of ss. 499.001-499.081 and the rul es adopted
under those sections that apply to a whol esal e distributor

3. A conpressed nedical gas manufacturer pernittee
nmust conply with all appropriate state and federal good
manuf act uri ng practi ces.

(e)td)y A device manufacturer's permt is required for
any person that engages in the manufacture or assenbly of
nmedi cal devices for human use in this state.

1. A manufacturer of nedical devices in this state
nmust conply with all appropriate state and federal good
manuf act uri ng practi ces.

2. The departnent shall adopt rules related to
storage, handling, and recordkeeping requirenents for
manuf acturers of nedical devices for human use

(f)fe)y A cosnetic manufacturer's permt is required
for any person that manufactures cosnetics in this state.

1. A person that only | abels or changes the |abeling
of a cosnetic but does not open the container sealed by the
32
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manuf acturer of the product is exenpt fromobtaining a pernit
under this paragraph

2. The departnent may adopt such rules as are
necessary for the protection of the public health, safety, and
wel fare regardi ng good nanufacturing practices that cosnetic
manuf acturers nust follow to ensure the safety of the
products.

Section 8. Subsection (1) of section 499.014, Florida
Statutes, is anended to read:

499.014 Distribution of |egend drugs by hospitals,
health care entities, and charitable organizations; pernits,
general requirenents.--

(1) A restricted prescription drug distributor permt
is required for any person that engages in the distribution of
a |l egend drug, which distribution is—rade—+n—-accordance—wth
and is not considered "whol esal e distribution" under paragraph

(1) (a) stbparagraph—(H(a)t——subparagraph—(H(a)2——or
stubparagraph—(3){a)y3-—of s. 499.012.

Section 9. Subsections (1) and (3) of section 499. 015,
Florida Statutes, are anended to read

499. 015 Registration of drugs, devices, and cosnetics;
i ssuance of certificates of free sale.--

(1) Except for those persons exenpted fromthe

definition in s. 499.003(23) s—499-0063(2%), any person who

manuf act ures, packages, repackages, labels, or relabels a

drug, device, or cosnetic in this state nust regi ster such
drug, device, or cosnetic biennially with the departnent; pay
a fee in accordance with the fee schedul e provided by s.
499.041; and conply with this section. The registrant mnust
|ist each separate and distinct drug, device, or cosnetic at

the tinme of registration.
33
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(3) Except for those persons exenpted fromthe

definition in s. 499. 033(23) s—499-0063(2%), a person nay nhot

sell any product that he or she has failed to register in

conformity with this section. Such failure to register

subj ects such drug, device, or cosnetic product to seizure and
condemation as provided in ss. 499.062-499. 064, and subjects
such person to the penalties and renedi es provided in ss.

499. 001- 499. 081.

Section 10. Section 499.024, Florida Statutes, is
amended to read:

499. 024 Drug product classification.--The secretary
shal | adopt rules to classify drug products intended for use
by humans which the United States Food and Drug Adninistration
has not classified in the federal act or the Code of Federa
Regul ati ons.

(1) The Florida Drug Technical Review Panel may review
and nmake recomendati ons on products.

(2) Drug products nust be classified as proprietary,
prescription, or investigational drugs.

3 F I . r L it . I
Fabehng—iti Loy e hite et Lo

(3) 4y Any product that falls under the drug
definition, s. 499.003(13)s—499-0663(11), may be classified

under the authority of this section. This section does not

subj ect portabl e energency oxygen inhalators to
classification; however, this section does not exenpt any
person fromss. 499.01 and 499. 015.

(4) £5r Any product classified under the authority of
this section reverts to the federal classification, if
di fferent, upon the federal regulation or act becomni ng
ef fective.
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1 (5) t6) The departnment may by rule reclassify drugs

2 | subject to ss. 499.001-499. 081 when such cl assification action
3| is necessary to protect the public health.

4 (6) 7 The departnment may adopt rules that exenpt from
5| any | abeling or packaging requirenents of ss. 499.001-499. 081
6 | drugs classified under this section if those requirenents are
7 | not necessary to protect the public health.

8 Section 11. Paragraph (d) is added to subsection (15)
9| of section 499.028, Florida Statutes, to read:

10 499. 028 Drug sanples or conplinmentary drugs; starter
11 | packs; permits to distribute. --

12 (15) A person nmay not possess a prescription drug

13 | sanpl e unl ess:

14 (d) He or she is an officer or enployee of a federal

15| state, or local government acting within the scope of his or
16 | her enpl oynent.

17 Section 12. Section 499.03, Florida Statutes, is

18 | anended to read:

19 499. 03 Possession of new drugs or |egend drugs without
20 | prescriptions unlawful; exenptions and exceptions. --

21 (1) A person may not possess, or possess with intent
22| to sell, dispense, or deliver, any habit-fornmng, toxic,

23 | harnful, or new drug subject to ss. 499.003(24) and 499. 023 s+
24 | 499-063(22), or legend drug as defined in s. 499.003, unless
25| the possession of the drug has been lawful ly di spensed

26 | pursuant to ebtatned—by a valid prescription of a practitioner
27 | licensed by law to prescribe the drug. However, this section
28 | does not apply to the delivery of such drugs to persons

29 | included in any of the classes naned in this subsection, or to
30| the agents or enployees of such persons, for use in the usua
31| course of their businesses or practices or in the perfornmance
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1| of their official duties, as the case nay be; nor does this
2| section apply to the possession of such drugs by those persons
3| or their agents or enpl oyees for such use:

4 (a) A licensed pharnmacist or any person under the

5] licensed pharnacist's supervision while acting within the

6 | scope of the licensed pharnmacist's practice and a pharmacy's
7| permt;

8 (b) A licensed practitioner authorized by law to

9| prescribe | egend drugs or any person under the |licensed

10 | practitioner's supervision while acting within the scope of
11| the licensed practitioner's practice;

12 (c) A qualified person who uses |egend drugs for

13 | lawful research, teaching, or testing, and not for resale;

14 (d) A licensed hospital or other institution that

15| procures such drugs for lawful adm nistration or dispensing by
16 | practitioners;

17 (e) An officer or enployee of a federal, state, or

18 | | ocal governnent; or

19 (f) A person that holds a valid pernit issued by the
20 | departnent pursuant to ss. 499.001-499. 081 which authorizes
21| that person to possess prescription drugs.
22 (2) The possession of a drug under subsection (1) by
23 | any person not exenpted under this section, which drug is not
24 | properly labeled to indicate that possession is by a valid
25 | prescription of a practitioner licensed by |aw to prescribe
26 | such drug, is prima facie evidence that such possession is
27 | unl awf ul
28 (3) Violation of subsection (1) is a nisdeneanor of
29 | the second degree, punishable as provided in s. 775.082 or s.
30| 775.083, except that possession with the intent to sell
31
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1| dispense, or deliver is a third degree fel ony, punishable as
2| provided in s. 775.082, s. 775.083, or s. 775.084.

3 Section 13. Subsection (2) of section 499.041, Florida
4| Statutes, is anended and a new subsection (12) is added to

5| that section to read

6 499. 041 Schedul e of fees for drug, device, and

7 | cosnetic applications and pernmits, investigational drug

8 | applications, product registrations, and free-sale

9| certificates; trust fund.--

10 (2) The departnent shall assess an applicant that is
11 | required to have a wholesaling pernit an annual fee within the
12 | ranges established in this section for the specific type of
13 | whol esal i ng.

14 (a) The fee for a prescription drug wholesaler's

15| permit may not be less than $300 or nore than $400 annually;
16 (b) The fee for a conpressed nedi cal gas whol esaler's
17 | permt may not be less than $200 or nore than $300 annually;
18 (c) The fee for an out-of-state prescription drug

19 | whol esaler's pernmt may not be less than $200 or nore than

20 | $300 annually. +

21 te—Fhe—teetor—aretatt—pharracy—whotesater—s—permt+
22 | may—hot—bet+ess—than—$35—or—nore—than—$50—annuvaty—

23 (12) The fees provided in this section are not

24 | refundabl e.

25 Section 14. Section 499.051, Florida Statutes, is

26 | anended to read:

27 499. 051 Inspections and investigations.--

28 (1) The agents of the Departnent of Health and

29 | Rehabilitative Services and of the Departnent of Law

30| Enforcenent, after they present proper identification, my

31| inspect, nmonitor, and investigate any establishnent permtted
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P
pursuant to ss. 499.001-499. 081 during business hours for the
pur pose of enforcing ss. 499.001-499. 081, chapters 465504+
and 893, and the rules of the departnent that protect the
public health, safety, and welfare

(2) In addition to the authority set forth in
subsection (1), the departnent and any duly desi gnated officer
or enpl oyee of the departnent may enter and inspect any other
establi shnent for the purpose of determ ning conpliance with
ss. 499.001-499. 081 and rul es adopted under those sections

regardi ng any drug, device, or cosnetic product. Fhe—atuthority
u I I I . f
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19 | and—Rehabititative—Services—

20 (3) Agents of the Departnent of Health, upon

21 | presentation of proper identification, nay inspect, nonitor
22 | and i nvestigate, consistent with the purposes of this chapter
23 | any establishment at any tine under exigent circunstances if
24 | necessary to protect the public health and safety.

25 (4) 3y Any application for a permt or product

26 | registration or for renewal of such pernit or registration
27 | made pursuant to ss. 499.001-499. 081 and rul es adopted under
28 | those sections constitutes perm ssion for any entry or

29 | inspection of the prenmises in order to verify conpliance with
30 | those sections and rules; to discover, investigate, and

31
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determ ne the existence of conpliance; or to elicit, receive,
respond to, and resolve conplaints and viol ati ons.

(5)t4) The authority to inspect under this section
includes the authority to secure:

(a) Sanples or specinens of any drug, device, or
cosnetic; or

(b) Such other evidence as is needed for any action to
enforce ss. 499.001-499.081 and the rul es adopted under those
sections.

(6) £5) The conplaint and all information obtained
pursuant to the investigation by the departnent are
confidential and exenpt fromthe provisions of s. 119.07(1)
and s. 24(a), Art. | of the State Constitution until the
i nvestigation and the enforcenent action are conpl eted.
However, trade secret information contained therein as defined
by s. 812.081(1)(c) shall remain confidential and exenpt from
the provisions of s. 119.07(1) and s. 24(a), Art. | of the
State Constitution, as long as the information is retai ned by
the departnent. This subsection does not prohibit the
departnment from using such information for regulatory or
enf orcenent proceedi ngs under this chapter or from providing
such information to any | aw enforcenent agency or any ot her
regul atory agency. However, the receiving agency shall keep
such records confidential and exenpt as provided in this
subsection. In addition, this subsection is not intended to
prevent conpliance with the provisions of s. 499.0121(6)(d),
and the pedigree papers required in that subsection shall not
be deenmed a trade secret.

Section 15. Subsection (1) of section 499.066, Florida
Statutes, is anended to read:
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1 499. 066 Penalties; renedies.--In addition to other

2 | penalties and ot her enforcenent provisions:

3 (1) \When the departnent believes that any person has

4| violated ss. 499.001-499.081 or any rul es adopted pursuant to
5] those sections, it nmay issue and deliver an order to cease and
6 | desist fromsuch violation. Such cease and desi st order takes
7| effect imediately upon issuance and remains in effect unti

8 | the departnment takes final agency action. A cease and desi st

9| order is reviewable at the request of the person to whomit is
10| directed as foll ows:

11 (a) |If formal proceedi ngs have been requested and the
12 | matter has been referred to the Division of Administrative

13| Hearings, a notion to abate or nodify the cease and desi st

14 | order nay be filed with the division. Any interlocutory order
15| of the presiding adnm nistrative |aw judge is binding on the

16 | parties until final agency action is taken by the departnent.
17 (b) If infornmal proceedi ngs have been requested, the

18 | departnent nmmy consi der and determine a request fromthe

19 | affected person to abate or nodify the cease and desi st order
20 (c) |If a person is aggrieved by a cease and desi st
21 | order after seeking to have the order abated or nodified under
22 | paragraph (a) or paragraph (b), the person nay seek
23| interlocutory judicial review by the appropriate district
24 | court of appeal under the applicable rules of appellate
25 | procedure.
26 Section 16. Subsection (1) of section 499.069, Florida
27 | Statutes, is anended to read:
28 499. 069 Puni shnent for violations of s. 499. 005;
29 | dissenination of false advertisenent.--
30 (1) Any person who violates any of the provisions of
31| s. 499.005 is guilty of a m sdeneanor of the second degree,
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1| punishable as provided in s. 775.082 or s. 775.083; but, if

2| the violation is conmitted after a conviction of such person
3 | under this section has becone final, such person is guilty of
4| a nisdeneanor of the first degree, punishable as provided in
5]|s. 775.082 or s. 775.083 or as otherw se provided in ss.

6 | 499. 001-499. 081, except that any person who viol ates

7 | subsection (8), subsection (10), subsection (14), subsection
8| (15), subseection—{I6),or subsection (17) of s. 499.005 is

9| guilty of a felony of the third degree, punishable as provided
10|l in s. 775.082, s. 775.083, or s. 775.084, or as otherw se

11 | provided in ss. 499.001-499. 081

12 Section 17. Section 499.072, Florida Statutes, is

13 | created to read:

14 499. 072 Drug Regul ation Advisory G oup; Exenptions.--
15 (1) There is created an i ndependent advi sory group

16 | designated as the Drug Regul ati on Advi sory Group. The group
17 | consists of 11 nenbers appointed by the Secretary of the

18 | Departnent of Health as foll ows:

19 (a) One nenber representing the prescription drug

20 | whol esal e industry in this state.

21 (b) One nenber representing pharnaceutica

22 | manufacturers, who may represent pharnaceutical manufacturers
23 | nati onwi de.

24 (c) One nenber who is a practicing pharnaci st.

25 (d) One nenber representing the Agency for Health Care
26 | Adni ni stration.

27 (e) One nenber who is a currently |icensed nedica

28 | doctor in this state.

29 (f) One consuner representative.

30 (g) One nenber representing the cosnetic industry.

31
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(h) One nenber representing the conpressed nedi cal gas

i ndustry.
(i) One nenber representing the nedical device

manuf act uri ng i ndustry.

(j) The Executive Director of the Board of Pharnacy

who is an ex officio nenber.

(k) One nenber representing the departnent who will

chair group neetings.

(2) Menbers serve a termof 4 years, with the

exception of the Executive Director of the Board of Pharnacy

and the departnent representative who may serve indefinitely.

Menbers of the group nay be reappointed. A vacancy in

nenber ship occurring before the expiration of a termnust be

filled by a nenber appointed by the Secretary of the

Departnent of Health for a full term

(3) The group will neet upon request of the

departnent, but no nore than 4 tines a year. Menbers of the

group serve w thout conpensation, but may be rei nbursed for

per diem and travel expenses as provided in s. 112.061.

(4) The purpose and duties of this group include:

(a) Making recommendations to the Secretary regardi ng

aut hori zations for the sale, purchase, trade or other transfer
of a prescription drug under s. 499.012(1)(b) 2.
(b) Making recomendations to the departnent regarding

enforcenent priorities under chapter 499.

(c) Briefing the departnent on industry trends that
af fect chapter 499.
(d) Providing informati on and gui dance on i ssues

submtted by the departnent to the group

42
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(e) Facilitating the dissenination of rel evant

information of current issues affecting the public health

within the scope and responsibility of chapter 499.

(5) The departnent may publish Conpliance Policy

Quidelines that set forth enforcenent priorities or other

reconmendati ons of the Drug Regul ati on Advi sory Group when it

is in the best interest of the public health.
Section 18. Subsection (2) of section 499.62, Florida
Statutes, is anended to read:

499.62 License or permt required of nmanufacturer
di stributor, dealer, or purchaser of ether.--

(2) Any person who manufactures, distributes, or deals
in ether in this state nust possess a current valid |license
i ssued by the departnent, except that:

(a) A manufacturer, distributor, or dealer who al so
purchases ether in this state shall not be required to obtain
an additional pernit as a purchaser of ether

(b) A pernit is not required for an establishnent

| ocated outside of this state which is only engaged in an

i ntraconpany sale or transfer of ether fromthe out-of-state

establishnent to a pernitted person in this state if both

| ocations are under comon control. The recordkeeping

requirenments of s. 499.66 nust be followed for this

transacti on.
Section 19. This act shall take effect July 1, 1998.
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2 SENATE SUVMMARY
3 Amends various sections of ch. 499, F.S., relating to the
Departnent of Health's regul ation, inspection, an
4 permtting of persons dea |ng in prescription drugs,
cosnetics; and househol d products. Salient provisions
5 include clarifying prohibited acts; clarifying whol esal e
distribution and permitting requirenents; authorizing
6 transfers for government purposes under certain
conditions; authorizing a retail pharnmacy to transfer
7 limted quantities of prescription drugs w thout a
whol esal er permt; clarifying existing rul emaking
8 authority for the storage and handli ng of drugs;
roviding an expiration date of a practitioner's order
9 or nedi cal oxygen; clarifying provisions relating to the
sal e of veterihary drugs to the public; the authorization
10 of governnent officers and enpl oyees to possess
conplinmentary prescription drugs when ac |ng within the
11 scope of enmploynent; neking fees for drug, device, and
cosnetic applications and permts nonreflundabl e;
12 aut hori zati on of departnent agents to inspect and
i nvestigate during nonbusinesS hours, if necessary, to
13 protect "the public health; authorlz!n% cease and desi st
orders to take effect imediately with provision for the
14 person affected to nove to abate or nodify the order
creation of the Dru Regulatlon Advi sory oup to make
15 reconmendations to the Secretary of the DePar ment of
Heal t h regardlnP aut hori zations’for the sal e, purchase,
16 trade, or transfer of prescription drugs and enforcenent
riorities; and the deletion of a requirenent that the
17 Depart nent of Busi ness and Professional Regul ation
i nspect retail pharmacy whol esalers. (See bill for
18 details.)
19
20
21
22
23
24
25
26
27
28
29
30
31
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