Florida Senate - 2003 CS for CS for SB 2312

By the Committees on ropriati ons; Health, Aging, and
Lgng-Tern1care; and Séﬁgtop Peaden ging

309-2438-03
1 A bill to be entitled
2 An act relating to the distribution of
3 prescription drugs; providing a short title;
4 providing legislative findings and intent with
5 respect to a report by the Seventeenth
6 Statewi de Grand Jury; anending s. 499. 003,
7 F.S.; defining additional terns; anending s
8 499. 005, F.S.; prohibiting the purchase or sale
9 of prescription drugs in whol esale distribution
10 in exchange for currency; clarifying provisions
11 prohibiting the transfer of |egend drugs from
12 or to any person not authorized to possess such
13 drugs; prohibiting additional acts concerning
14 the distribution of prescription drugs;
15 creating s. 499.0051, F.S.; providing that
16 failure to maintain or deliver pedigree papers,
17 failure to authenticate pedi gree papers,
18 forgery of pedigree papers, purchase of | egend
19 drugs froman unlicensed person, sale of |egend
20 drugs to an unlicensed person, possession or
21 sal e of contraband | egend drugs and possession
22 with intent to sell or deliver contraband
23 | egend drugs, and forgery of prescription
24 | abel s or | egend drug | abels are felony
25 of fenses; providing penalties; creating s.
26 499. 0052, F.S.; providing that trafficking in
27 contraband | egend drugs is a felony offense;
28 provi di ng penalties; providing enhanced
29 penalties if the defendant is a corporation or
30 not a natural person; creating s. 499. 0053,
31 F.S.; providing that the sale or purchase of a
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1 contraband | egend drug resulting in great

2 bodily harmis a first-degree felony; creating
3 s. 499.0054, F.S.; providing that the sale or
4 purchase of a contraband | egend drug resulting
5 in death is a first-degree felony; anending s
6 499.006, F.S.; providing that a | egend drug

7 that is unacconpani ed by a proper pedigree

8 paper or that has been in the possession of an
9 unaut hori zed person is an adul terated drug;

10 anmending s. 499.007, F.S.; revising |labeling
11 requirements to conformto federal |aw

12 anending s. 499.01, F.S.; requiring that

13 prescription drug repackagers, nonresident

14 prescription drug manufacturers, and freight
15 forwarders obtain a permt fromthe Departnent
16 of Health in order to do business; prohibiting
17 a county or nunicipality fromissuing an

18 occupational license prior to an establishnment
19 obtaining a permt required under ch. 499,
20 F.S., under specified circunstances; providing
21 for early expiration of certain pernits;
22 anmending s. 499.012, F.S.; excluding the
23 transfer of prescription drugs within a
24 hospital fromthe definition of whol esal e
25 di stribution; providing bond requirenents for
26 prescription drug whol esal ers; del eting
27 provi sions authorizing the departnent to grant
28 out - of -state whol esal ers reciprocity; requiring
29 freight forwarders and nonresident prescription
30 drug manufacturers to obtain a permt;
31 providing requirenents for permt applications;
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1 providing definitions; providing requirenents
2 for the permitting of prescription drug

3 whol esal ers and out-of-state prescription drug
4 whol esal ers; providing criteria for pernit

5 denials; requiring prescription drug

6 whol esal ers to designate a representative

7 providing criteria for designation as a

8 representative; anmending s. 499.0121, F.S.

9 requiring record review, requiring pedigree

10 papers for the transfer and sale of |egend

11 drugs; providing exenptions; providing

12 docunentati on requirenents for the shipnent of
13 prescription drugs; providing requirenents for
14 whol esal e drug distributors with respect to the
15 exerci se of due diligence; providing rul enaking
16 authority; creating s. 499.01211, F.S.

17 creating the Drug Wol esal er Advi sory Counci

18 within the Departnent of Health; providing for
19 nmenbership of the council and terns of office;
20 requiring the council to review rules and nake
21 reconmendations to the secretary of the

22 departnent; anmending s. 499.013, F.S.

23 provi di ng requirenents for repackagers of

24 drugs, devices, and cosnetics; requiring that a
25 repackager obtain a pernmt fromthe departnent;
26 provi di ng | abeling requirenments; anendi ng s.

27 499.014, F.S.; specifying that certain

28 restricted distributors are exenpt fromthe

29 requi rements concerning pedi gree papers;

30 anending s. 499.041, F.S.; revising the

31 schedul e of fees for pernits; anendi ng s.
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1 499.051, F.S.; revising the authority of the

2 Departnent of Health to inspect pharnaci es and
3 phar macy whol esal ers; authorizing the

4 departnent and the Departnent of Law

5 Enforcenent to inspect certain financial

6 docunents and records; anending s. 499. 055,

7 F.S.; requiring the Departnent of Health to

8 establish a website listing all permthol ders
9 and pendi ng enforcenent actions; creating s.
10 499. 065, F.S.; authorizing the departnment to
11 enter and inspect all pernitted facilities at
12 any reasonable tinme; authorizing the departnent
13 to seize and destroy prescription drugs

14 representing a threat to public health;

15 aut hori zing the departnent to close facilities
16 that represent an inmmnent danger to public

17 heal t h; anmending s. 499.066, F.S.; providing
18 for administrative actions by the departnent;
19 creating s. 499.0661, F.S.; providing for the
20 departnment to issue cease and desi st orders;
21 providing for the departnent to order the
22 renoval of certain persons frominvol venent
23 with certain drug whol esal ers; providing
24 penal ties; anending s. 499.067, F.S.
25 speci fying additional grounds for denial of a
26 permt or certification; anending s. 499. 069,
27 F.S.; revising certain penalty provisions;
28 creating s. 499.0691, F.S.; providing crimna
29 penalties for violations related to drugs or
30 fal se advertisenent; anmending s. 921.0022,
31 F.S., relating to the offense severity ranking
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1 chart of the Crim nal Puni shnent Code;

2 conform ng provisions to changes nade by the

3 act; amending s. 895.02, F.S.; including

4 certain violations of part | of ch. 499, F. S

5 within the definition of racketeering activity;

6 anendi ng ss. 16.56 and 905. 34, F.S.

7 authorizing crimnal violations of part | of

8 ch. 499, F.S., to be prosecuted by the Ofice

9 of Statew de Prosecution and heard by the

10 Statewi de Grand Jury; providing for

11 severability; providing an appropriation

12 providing an effective date.

13

14 | Be It Enacted by the Legislature of the State of Florida:

15

16 Section 1. This act may be cited as the "Prescription
17 | Drug Protection Act."

18 Section 2. Legislative findings and intent.--Based on
19| the report of the Seventeenth Statewide Grand Jury inits

20| First InterimReport the Legislature finds that prescription
21 | drugs brought into the state by whol esal ers are being

22 | rel abel ed and fal sely represented as being of a higher dosage
23| by other wholesalers in order to charge higher prices for

24 | those drugs and that counterfeit substances | abel ed as genui ne
25 | pharmaceuticals are being distributed, thereby causing an

26 | extrene danger that persons eventually receiving the drugs by
27 | prescription are receiving i neffective drugs in nontherapeutic
28 | doses, or even receiving dangerous or unwhol esone substances,
29| with the result that the health and well-being of the public
30| is at risk. The Statewide G and Jury also found that the |ack
31| of an effective pedi gree paper requirenent has resulted in the
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inability of prescription drug users to have confidence in the

purity and efficacy of the drugs they use. The Statew de G and

Jury further noted that present |laws do not allow effective

crimnal prosecution of persons involved in such fal se

representations. It is the intent of the Legislature that the

statutory changes and reconmendati ons outlined in the

Statewi de Grand Jury's report be inplenented as provided by

this act.
Section 3. 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" nmeans 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) "Affiliated party" neans:

(a) Adirector, officer, trustee, partner, or

comm ttee nenber of a pernittee or applicant or a subsidiary

or service corporation of the pernittee or applicant;

(b) A person who, directly or indirectly, manages,

controls, or oversees the operation of a pernittee or

appl i cant, regardl ess of whether such person is a partner

shar ehol der, manager, nenber, officer, director, independent

contractor, or enployee of the permittee or applicant;

(c) A person who has filed or is required to file a

personal information statenent pursuant to s. 499.012(4) or is

required to be identified in an application for a permt or to

renew a pernmt pursuant to s. 499.012(3); or
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(d) The five |argest natural sharehol ders that own at

| east 5 percent of the permittee or applicant.

(3) "Applicant" neans a person applying for a pernmt
or certification under ss. 499.001-499.081
(4) "Authenticate" neans to affirmatively verify

before any distribution of a | egend drug occurs that each

transaction listed on the pedi gree paper has occurred.

(5)¢2) "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.

(6) 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.

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

(8) 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, nineral
or other source; or

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

(10) "Contraband | egend drug" neans any adul terated

drug, as defined in s. 499.006, any counterfeit drug, as

defined in this section, and al so neans any | egend drug for

whi ch a pedi gree paper does not exist, or for which the

pedi gree paper in existence has been forged, counterfeited,

falsely created, or contains any altered, fal se, or

m srepresented matter.
(11)#- "Cosnetic" neans 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

(12)(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,
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.
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1 (13)(9) "Department” neans the Department of Health.

2 (14) (26> "Devi ce" neans any instrunent, apparatus,

3| inplenment, machine, contrivance, inplant, in vitro reagent, or
4| other simlar or related article, including its conponents,

5| parts, or accessories, which is:

6 (a) Recognized in the current edition of the United

7 | States Pharnacopoei a and National Formulary, or any suppl enent
8 | t her eof,

9 (b) Intended for use in the diagnosis, cure,

10 | mtigation, treatnment, therapy, or prevention of disease in
11 | humans or other ani nals, or

12 (c) Intended to affect the structure or any function
13 | of the body of humans or other aninals,

14

15| and whi ch does not achieve any of its principal intended

16 | purposes through chem cal action within or on the body of

17 | humans or other animals and which is not dependent upon being
18 | netabol i zed for the achievenent of any of its principal

19 | i ntended purposes.
20 (15) 31y "Distribute or distribution" neans to sell;
21| offer to sell; give away; transfer, whether by passage of
22 | title, physical novenent, or both; deliver; or offer to
23 | deliver. The term does not nean to adninister or dispense.
24 (16) "Diverted fromthe |l egal channels of distribution
25| for prescription drugs" neans an adulterated drug pursuant to
26 | s. 499.006(10).
27 (17) 22y "Drug" neans an article that is:
28 (a) Recognized in the current edition of the United
29 | States Pharmacopoei a and National Fornulary, official
30 | Honeopat hi ¢ Phar nacopoei a of the United States, or any
31| supplenent 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.

(18) (13) "Establishment™ neans a place of business at
one general physical |ocation

(19) 34y "Federal act" neans the Federal Food, Drug,
and Cosnetic Act, 21 U.S.C. ss. 301 et seq.; 52 Stat. 1040 et
seq.

(20) "Freight forwarder" neans a person who receives

| egend drugs which are owned by anot her person and desi gnat ed

by that person for export, and exports those | egend drugs.

(21)35) "Health care entity" neans a closed 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.

(22) 16y "I mmedi ate contai ner” does not include
package |iners.

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

10
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other information also 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.

(24) (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
cosnetic.

(25) (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(8), s. 499.007(12), or s.
499.0122(1)(b) or (c).

(26) "Legend drug | abel” nmeans any display of witten,

printed, or graphic matter upon the i nmedi ate contai ner of any

| egend drug prior to its dispensing to an individual patient

pursuant to a prescription of a practitioner authorized by |aw

to prescri be.

(27) (26 "Manuf acture" neans the preparation,
deriving, conpoundi ng, propagation, processing, producing, or
fabrication of any drug, device, or cosnetic. Fheterm

(28) 24 "Manufacturer" neans a person who prepares,
derives, manufactures, or produces a drug, device, or
cosnetic. The term excl udes pharnmacies that are operating in

11
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conpliance with pharnacy practice standards as defined in
chapter 465 and rul es adopted under that chapter
(29) 22y "New drug" neans:

(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
| abel ing 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 tinme under such conditions.

(30) 23y "Oficial conpendiunt nmeans the current
edition of the official United States Pharmacopoei a and
Nati onal Formul ary, or any suppl enent thereto.

(31) "Pedigree paper" neans:

(a) A docunent required pursuant to s. 499.0121(6)(d)
or (e); or

(b) Effective July 1, 2006, a docunent in a form

approved by the Departnent of Health and containing

information that records each distribution of any given | egend

drug, fromsale by a pharnmaceuti cal manufacturer, through

acqui sition and sal e by any whol esal er or repackager, unti

final sale to a pharnmacy or other person adninistering or

di spensing the drug. The information required to be included

on a | egend drug's pedi gree paper nust at |east detail the

anmount of the legend drug, its dosage formand strength, its

| ot nunbers, the nane and address of each owner of the | egend
12
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drug and his or her signature, its shipping information

i ncludi ng the nane and address of each person certifying

delivery or receipt of the legend drug, and a certification

that the recipient has authenticated the pedi gree papers. It

nust al so i nclude the nanme, address, tel ephone nunber and, if

avail abl e, e-mail contact informati on of each whol esal er

involved in the chain of the |l egend drug's custody. The

departnent shall adopt rules and a formrelating to the

requi renments of this paragraph no later than 90 days after the

effective date of this act.

(32) (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.

(33) (25) "Prepackaged drug product” means a drug that
originally was in finished packaged form sealed by a
manuf acturer and that is placed in a properly | abeled
container by a pharmacy or practitioner authorized to dispense
pursuant to chapter 465 for the purpose of dispensing in the
establi shnent in which the prepackagi ng occurred.

(34) "Prescription |abel" neans any display of

written, printed, or graphic matter upon the i nmedi ate

contai ner of any | egend drug di spensed pursuant to a

prescription of a practitioner authorized by |law to prescri be.

(35){26) "Prescription nedical oxygen" neans oxygen
USP which is a drug that can only be sold on the order or
13
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1| prescription of a practitioner authorized by |law to prescri be.
2 | The | abel of prescription nedical oxygen nmust conply with

3| current labeling requirenents for oxygen under the Federa

4 | Food, Drug, and Cosnetic Act.

5 (36) 27 "Proprietary drug," or "OIC drug,"” neans a

6 | patent or over-the-counter drug in its unbroken, origina

7 | package, which drug is sold to the public by, or under the

8 | authority of, the manufacturer or primary distributor thereof,
9] is not msbranded under the provisions of ss. 499.001-499. 081
10 | and can be purchased w thout a prescription

11 (37) "Repackage" includes repacki ng or otherwi se

12 | changing the container, wapper, or labeling to further the
13| distribution of the drug, device, or cosnetic.

14 (38) "Repackager" neans a person who repackages. The
15| term excl udes pharnmacies that are operating in conpliance with
16 | pharnacy practice standards as defined in chapter 465 and

17 | rul es adopted under that chapter

18 (39)(28) "Veterinary prescription drug” neans a | egend
19 | drug intended solely for veterinary use. The |abel of the

20 | drug nust bear the statenent, "Caution: Federal |law restricts
21| this drug to sale by or on the order of a |licensed

22 | veterinarian."

23 Section 4. Section 499.005, Florida Statutes, is

24 | anended to read:

25 499.005 Prohibited acts.--It is unlawful for a person
26 | to performor cause the performance of any of the follow ng
27 | acts in this state:

28 (1) The manufacture, repackaging, sale, delivery, or
29 | holding or offering for sale of any drug, device, or cosnetic
30| that is adulterated or m sbranded or has otherw se been

31| rendered unfit for human or ani mal use.
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(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 herwi 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 or constructive 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;

(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 department to take sanpl es of any
drug, device, or cosnetic.

(7) The purchase or sale of prescription drugs for

whol esal e distribution in exchange for currency, as defined in

s. 560. 103( 6) . The—giving—oef—afalse—guaranty—or—false

15
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(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 cosnmetic 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
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 kits
approved for distribution and sale by the United States Food
and Drug Admi nistration.

16
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(14) The purchase or receipt of a legend drug froma
person that is not authorized under this chapter to distribute
| egend drugs to that purchaser or recipient.

(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 to purchase or possess
| egend drugs fromthe person selling or transferring the

| egend drug.

(16) The purchase or receipt of a conpressed nedica
gas froma person that is not authorized under this chapter to
di stribute conpressed 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 nmaking false or fraudulent statenents, regarding
any matter within the provisions of this chapter

(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.

17
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(22) Failure to obtain a pernit or registration, or
operating without a valid pernit when a pernit or registration
is required by ss. 499.001-499.081 for that activity.

(23) Obtaining or attenpting to obtain a prescription
drug or device by fraud, deceit, msrepresentation or
subterfuge, or engaging in msrepresentation or fraud in the
di stribution of a drug or devi ce.

(24) The distribution of a | egend device to the
patient or ultinmate consuner w thout a prescription or order
froma practitioner licensed by |law to use or prescribe the
devi ce.

(25) Charging a dispensing fee for dispensing,
adm ni stering, or distributing a prescription drug sanpl e.

(26) Renoving a pharnmacy's dispensing |abel froma

di spensed prescription drug with the intent to further

distribute the prescription drug.

(27) Distributing a prescription drug that was

previously dispensed by a licensed pharnacy, unless such

di stribution was authorized in chapter 465 or the rul es

adopt ed under chapter 465.

(28) Failure to obtain or pass on a pedi gree paper

(29) The receipt of a prescription drug pursuant to a

whol esal e distribution without first receiving a pedigree

paper that was attested to as accurate and conplete by the

whol esal e di stri butor.
Section 5. Section 499.0051, Florida Statutes, is
created to read

499.0051 Crimnal acts involving contraband or

adul terated drugs. --
(1) FAILURE TO MAI NTAIN OR DELI VER PEDI GREE PAPERS. - -

18
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1 (a) A person, other than a manufacturer, engaged in

2| the wholesale distribution of | egend drugs who fails to

3| deliver to another person conplete and accurate pedigree

4 | papers concerning a | egend drug or contraband | egend drug

5| prior to transferring the | egend drug or contraband | egend

6| drug to another person commits a felony of the third degree,
7 | puni shable as provided in s. 775.082, s. 775.083, or s.

8 | 775. 084.

9 (b) A person engaged in the wholesale distribution of
10| l egend drugs who fails to acquire conplete and accurate

11 | pedi gree papers concerning a |l egend drug or contraband | egend
12 | drug prior to obtaining the | egend drug or contraband | egend
13 | drug from another person conmits a felony of the third degree,
14 | puni shable as provided in s. 775.082, s. 775.083, or s.

15| 775. 084.

16 (c) Any person who knowi ngly destroys, alters,

17 | conceals, or fails to maintain conplete and accurate pedigree
18 | papers concerning any | egend drug or contraband | egend drug in
19| his or her possession comrits a felony of the third degree,
20 | puni shable as provided in s. 775.082, s. 775.083, or s.
21 | 775. 084.
22 (2) FAILURE TO AUTHENTI CATE PEDI GREE PAPERS. - -
23 (a)1. A person engaged in the wholesale distribution
24 | of | egend drugs who is in possession of docunents required
25| under s. 499.0121(6)(e) and who fails to authenticate the
26 | matters contained in the docunents and who neverthel ess
27 | attenpts to further distribute | egend drugs or contraband
28 | l egend drugs commits a felony of the third degree, punishable
29| as provided in s. 775.082, s. 775.083, or s. 775.084.
30 2. A person in possession of docunents required under
31| s. 499.0121(6)(e) who falsely swears or certifies that he or

19
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she has authenticated the natters contained in the docunents

commits a felony of the third degree, punishable as provided
ins. 775.082, s. 775.083, or s. 775.084.

3. This paragraph expires July 1, 2006.

(b) Effective July 1, 2006:

1. A person engaged in the whol esal e distribution of

| egend drugs who is in possession of pedi gree papers

concerning | egend drugs or contraband | egend drugs and who

fails to authenticate the matters contained in the pedigree

papers and who neverthel ess attenpts to further distribute

| egend drugs or contraband | egend drug commits a felony of the

third degree, punishable as provided in s. 775.082, s.
775.083, or s. 775.084.
2. A person in possession of pedigree papers

concerning | egend drugs or contraband | egend drugs who fal sely

swears or certifies that he or she has authenticated the

matters contained in the pedigree papers comits a felony of

the third degree, punishable as provided in s. 775.082, s.
775.083, or s. 775.084.

(3) FORGERY OF PEDI GREE PAPERS. - - A person who
knowi ngly forges, counterfeits, or falsely creates any

pedi gree paper; who falsely represents any factual matter

contai ned on any pedi gree paper; or who knowingly omts to

record material information required to be recorded in a

pedi gree paper, comits a felony of the second degree,
puni shable as provided in s. 775.082, s. 775.083, or s.
775.084.

(4) PURCHASE OR RECEI PT OF LEGEND DRUG FROM
UNAUTHORI ZED PERSON. - - A person who know ngly purchases or
receives froma person not authorized to distribute | egend

drugs under this chapter a legend drug in a whol esal e
20
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1| distribution transaction comrts a felony of the second

2 | degree, punishable as provided in s. 775.082, s. 775.083, or
3| s. 775.084.

4 (5) SALE OR TRANSFER OF LEGEND DRUG TO UNAUTHORI ZED

5| PERSON. - - A person who knowi ngly sells or transfers to a person
6 | not authorized to purchase or possess | egend drugs, under the
7| law of the jurisdiction in which the person receives the drug,
8| alegend drug in a wholesale distribution transaction comits
9] a felony of the second degree, punishable as provided in s.
10| 775.082, s. 775.083, or s. 775.084.

11 (6) SALE OR DELI VERY, OR POSSESSI ON W TH I NTENT TO

12 | SELL, CONTRABAND LEGEND DRUGS. - - A person who is knowingly in
13 | actual or constructive possession of any anount of contraband
14 | | egend drugs, who knowingly sells or delivers, or who

15| possesses with intent to sell or deliver any anpunt of

16 | contraband | egend drugs, conmits a felony of the second

17 | degree, punishable as provided in s. 775.082, s. 775.083, or
18 | s. 775.084.

19 (7) FORGERY OF PRESCRI PTI ON OR LEGEND DRUG LABELS. - - A
20 | person who knowi ngly forges, counterfeits, or falsely creates
21| any prescription |label or |egend drug |label, or who falsely
22 | represents any factual matter contained on any prescription
23| | abel or legend drug |label, comrts a felony of the first
24 | degree, punishable as provided in s. 775.082, s. 775.083, or
25| s. 775.084.
26 Section 6. Section 499.0052, Florida Statutes, is
27 | created to read:
28 499. 0052 Trafficking in contraband | egend drugs.--A
29 | person who knowi ngly sells, purchases, nanufactures, delivers,
30| or brings into this state, or who is knowingly in actual or
31| constructive possessi on of any anmobunt of contraband | egend

21
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1| drugs valued at $25,000 or nore commits a felony of the first
2 | degree, punishable as provided in s. 775.082, s. 775.083, or
3| s. 775.084. Upon conviction, each defendant shall be ordered
4] to pay a mandatory fine according to the foll owi ng schedul e:
5 (1) |If the value of contraband | egend drugs invol ved
6|is $25,000 or nore, but |ess than $100, 000, the defendant

7| shall pay a mandatory fine of $25,000. If the defendant is a
8 | corporation or other person that is not a natural person, it
9| shall pay a mandatory fine of $75, 000.

10 (2) |If the value of contraband | egend drugs invol ved
11]is $100,000 or nore, but |ess than $250, 000, the defendant

12 | shall pay a mandatory fine of $100,000. If the defendant is a
13 | corporation or other person that is not a natural person, it
14 | shall pay a mandatory fine of $300, 000.

15 (3) |If the value of contraband | egend drugs invol ved
16 | is $250,000 or nore, the defendant shall pay a mandatory fine
17 | of $200,000. If the defendant is a corporation or other person
18 | that is not a natural person, it shall pay a mandatory fine of
19 [$600, 000.
20
21| As used in this section, the term"value" neans the market
22 | value of the property at the tine and place of the offense or
23| if such cannot be satisfactorily ascertai ned, the cost of
24 | repl acenment of the property within a reasonable tine after the
25| of fense. Anpunts of val ue of separate contraband | egend drugs
26 | involved in distinct transactions for the distribution of the
27 | contraband | egend drugs comitted pursuant to one schene or
28 | course of conduct, whether involving the sane person or
29 | several persons, may be aggregated in deternining the
30 | puni shnment of the offense.
31
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1 Section 7. Section 499.0053, Florida Statutes, is

2| created, to read

3 499. 0053 Sale or purchase of contraband | egend drugs
4 resulting in great bodily harm--A person who knowi ngly sells,
5| purchases, nmanufactures, delivers, or brings into this state,
6] or who is knowingly in actual or constructive possession of

7 | any anmount of contraband | egend drugs, and whose acts in

8| violation of this section result in great bodily harmto a

9| person, comits a felony of the first degree, as provided in
10| s. 775.082, s. 775.083, or s. 775.084.

11 Section 8. Section 499.0054, Florida Statutes, is

12 | created to read:

13 499. 0054 Sale or purchase of contraband | egend drugs
14 | resulting in death.--A person who knowi ngly manuf act ures,

15| sells, purchases, delivers, or brings into this state, or who
16 | is knowingly in actual or constructive possession of any

17 | amount of contraband | egend drugs, and whose acts in violation
18 | of this section result in the death of a person, commits a

19| felony of the first degree, punishable by a termof years not
20 | exceeding life, as provided in s. 775.082, s. 775.083, or s.
21 | 775. 084.

22 Section 9. Section 499.006, Florida Statutes, is

23 | anended to read:

24 499. 006 Adulterated drug or device.--A drug or device
25 ] is adul terated:

26 (1) |If it consists in whole or in part of any filthy,
27 | putrid, or deconposed substance;

28 (2) If it has been produced, prepared, packed, or held
29 | under conditions whereby it could have been contam nated with
30| filth or rendered injurious to health;

31
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(3) If it is a drug and the nethods used in, or the
facilities or controls used for, its manufacture, processing,
packi ng, or holding do not conformto, or are not operated or
adm nistered in confornmity with, current good manufacturing
practices to assure that the drug neets the requirenents of
ss. 499.001-499.081 and that the drug has the identity and
strength, and neets the standard of quality and purity, which
it purports or is represented to possess;

(4) If it is adrug and its container is conposed, in
whole or in part, of any poi sonous or del eterious substance
whi ch could render the contents injurious to health;

(5) If it is adrug and it bears or contains, for the
pur pose of coloring only, a color additive that is unsafe
within the neaning of the federal act; or, if it is a color
additive, the intended use of which in or on drugs is for the
purpose of coloring only, and it is unsafe within the neaning
of the federal act;

(6) If it purports to be, or is represented as, a drug
the nane of which is recognized in the official conmpendi um
and its strength differs from or its quality or purity falls
bel ow, the standard set forth in such conpendium The
determ nation as to strength, quality, or purity nust be made
in accordance with the tests or nethods of assay set forth in
such conpendi um or, when such tests or nethods of assay are
absent or inadequate, in accordance with those tests or
net hods of assay prescribed under authority of the federa
act. A drug defined in the official conpendiumis not
adul terated under this subsection nerely because it differs
fromthe standard of strength, quality, or purity set forth
for that drug in such conmpendiumif its difference in

24
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1| strength, quality, or purity fromsuch standard is plainly

2| stated on its | abel

3 (7) If it is not subject to subsection (6) and its

4] strength differs from or its purity or quality falls bel ow

5] the standard of, that which it purports or is represented to
6 | possess; or

7 (8) If it is a drug:

8 (a) Wth which any substance has been ni xed or packed
9] so as to reduce the quality or strength of the drug; or

10 (b) For which any substance has been substituted

11 | wholly or in part;—

12 (9) If it is a drug or device for which the expiration
13 | date has passed; or=—

14 (10) If it is a legend drug for which the required

15 | pedi gree paper is nonexistent, fraudulent, or inconplete under
16 | the requirenents of ss. 499.001-499.081 or applicable rules,
17 | or that has been purchased, held, sold, or distributed at any
18 | tine by a person not authorized under federal or state lawto
19 | do so.

20 Section 10. Subsection (2) of section 499.007, Florida
21| Statutes, is anended to read:

22 499. 007 M sbranded drug or device.--A drug or device
23| is m sbranded:

24 (2) Unless, if in package form it bears a | abe

25 | contai ni ng:

26 (a) The nane and pl ace of business of the

27 | manuf acturer, repackager, or distributor:—n—-additien—Ftor—a
28 | redi-einat—drug—as—defHtnred—+n—s—499-003—thetabel—rust

29 | eontain—thenare—and—prace—of—business—of—thermanufacturer of
30| the finished dosage formof the drug. For the purpose of this
31 | paragraph, the finished dosage formof a nedicinal drug is

25
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that formof the drug which is, or is intended to be,
di spensed or administered to the patient and requires no
further manufacturing or processing other than packagi ng,
reconstitution, and | abeling; and

(b) An accurate statenent of the quantity of the
contents in ternms of weight, neasure, or nunerical count;
however, under this section, reasonable variations are
permtted, and the departnent shall establish by rule
exenptions for small packages.

Section 11. Subsections (1) and (3) of section 499.01,
Fl ori da Statutes, are 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 a natural person ar—tndividdga who is at
| east 18 years of age or to an applicant that is not a natura

person if each person who, directly or indirectly, manages,

controls, or oversees the operation of that applicant &

. I . . I I
chapter—617—antd—each—off+cer—of—whiech is at | east 18 years of

age.

(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 pernit to
manuf acture or distribute | egend drugs nay not use a nane
identical to the nane used by any ot her establishnent or
| icensed person authorized to purchase prescription drugs in

26
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this state, except that a restricted drug distributor permt
issued to a health care entity will be issued in the nane in
which the institutional pharmacy pernit is issued and a retai
pharmacy drug whol esaler will be issued a pernmit in the nane
of its retail pharnmacy pernit.

(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 manuf act 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

© 0 N o O hAwDN

Ret ai |l pharnmacy drug whol esal er;

=
©

Veterinary |l egend drug retail establishnent;

=
=

Medi cal oxygen retail establishnent;

=
™

Conplinmentary drug distributor; or

13. Restricted prescription drug distributor

(e) A pernmt for a prescription drug manufacturer
prescription drug whol esaler, or retail pharmacy whol esal er
may not be issued to the address of a health care entity or to
a pharmacy licensed under chapter 465, except as provided in

this paragraph. The departnent may issue a prescription drug

manuf acturer permt to an applicant at the sane address as a

Ii censed nucl ear pharnmacy, which is a health care entity, for

t he purpose of manufacturing prescription drugs used in

positron enission tonography or other radi opharnmaceuticals, as

listed in a rule adopted by the departnent pursuant to this

par agraph. The purpose of this exenption is to assure
27
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availability of state-of-the-art pharnmaceuticals that woul d

pose a significant danger to the public health if nanufactured

at a separate establishnment address fromthe nucl ear pharnacy

fromwhich the prescription drugs are di spensed. The

departnment may al so issue a retail pharnacy whol esal er pernit

to the address of a community pharnacy |icensed under chapter

465 whi ch does not neet the definition of a closed pharnacy in
s. 499. 003.
(f) A county or nmunicipality may not issue an

occupational license for any licensing period begi nning on or

after October 1, 2003, for any establishnment that requires a
permt pursuant to ss. 499.001-499. 081, unless the
establ i shnent exhibits a current permt issued by the

departnent for the establishnent. Upon presentation of the

requisite pernit issued by the departnent, an occupationa

license nay be issued by the nunicipality or county in which

application is made. The departnent shall furnish to | oca

agenci es responsi ble for issuing occupational |icenses a

current list of all establishnents |icensed pursuant to ss.
499. 001- 499. 081.

(9g) tH)> Notwi t hstandi ng subsection (4), a permtted
person in good standing may change the type of pernit issued

to that person by conpleting a new application for the
requested pernit, paying the amount of the difference in the
permt fees if the fee for the new pernit is nore than the fee
for the original pernmt, and nmeeting the applicable pernmtting
conditions for the new pernit type. The new pernit expires on
the expiration date of the original permt being changed;
however, a new pernmit for a prescription drug whol esal er and

an out-of-state prescription drug whol esal er shall expire on

the expiration date of the original pernit or 1 year after the
28
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date of issuance of the new pernmit, whichever is earlier. A
refund may not be issued if the bienntat fee for the new
permit is less than the fee that was paid original pernmt fe+r
whi-eh—a—fee—was—pai-.

(3) The departnent shall adopt rules for the biennial

renewal of permts.

(a) The departnent shall renew a pernit upon receipt
of the renewal application and renewal fee if the applicant
neets the requirenents established under ss. 499. 001-499. 081
and the rul es adopted under those sections.

(b) A pernit, unless sooner suspended or revoked,
automatically expires 2 years after the last day of the
anni versary nonth in which the permt was originally issued;
except that a prescription drug whol esaler pernmit or an

out-of-state prescription drug whol esal er pernmit issued from
July 1, 2003, through Decenber 31, 2003, shall expire 1 year
after the last day of the anniversary nmonth in which the

permt was issued. Any valid prescription drug whol esal er or

out-of -state prescription drug whol esal er pernit issued by the

departnent on or before June 30, 2003, with an expiration date
bet ween January 1, 2005, and June 30, 2005, shal
automatically expire 1 year prior to the expiration date

stated on the pernmit. A pernittee that submits a renewa

application for a pernmit with a stated expirati on date between

January 1, 2005, and June 30, 2005, shall receive a credit of

one-half of the pernit fee paid when the application for the

expiring permt was subnmitted. Any valid prescription drug

whol esal er or out-of-state prescription drug whol esal er pernit

i ssued by the departnent on or before June 30, 2003, with an

expiration date between July 1, 2004, and Decenber 31, 2004,

shall automatically expire 6 nonths prior to the expiration
29
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date stated on the pernmit. A pernmittee that subnmits a renewa

application for a pernmit with a stated expirati on date between
July 1, 2004, and Decenber 31, 2004, shall receive a credit of
one-fourth of the pernit fee paid when the application for the

expiring permt was subnmitted. A pernmittee whose pernit

expiration date was accelerated in this paragraph nmay request

a pro rata refund equivalent to the credit available for

subm ssion of a renewal application if the pernittee does not

submit a renewal application. A permt issued under ss.
499. 001-499. 081 nmay rust be renewed by naki ng application for
renewal on forns furnished by the departnent and paying the

appropriate fees. |If a renewal application and fee are not
subm tted and postmarked after by the expiration date of the
permt, the pernit may be renewed rernstated only upon paynent
of a late renewal delinquent fee of $100, plus the required
renewal fee, not |later than within 60 days after the
expiration date.

(c) Failure to renew a pernit in accordance with this
section precludes any future renewal of that pernmit. If a
permt issued pursuant to this section has expired and cannot

be renewed, before an establishnent may engage in activities
that require a pernit under ss. 499.001-499.081, the
establ i shnent nust subnit an application for a new pernit, pay

the applicable application fee, the initial pernit fee, and

all applicable penalties, and be issued a new permt by the
depart nent . Continaving—to—engage—+n—activitres—that—reguire—a
permt—under—ss—499-001+499- 081t +requires—anew permt

. . I : . . fee—initial .
fee- I L eabl Lt e

Section 12. Effective January 1, 2004, section 499.01
Florida Statutes, as amended by this act, is anended to read:
30
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499.01 Pernits; applications; renewal; genera
requi renents. - -
(1) Prior to operating, a permt is required for each

person and establishnent that intends to operate as:

(a) A prescription drug nmanufacturer

(b) A prescription drug repackager

(c) An over-the-counter drug manufacturer

(d) A conpressed nedi cal gas manuf act urer

(e) A device manufacturer;

(f) A cosnetic nmanufacturer

(g) A prescription drug whol esal er;

(h) A conpressed nedi cal gas whol esal er

(i) An out-of-state prescription drug whol esal er

(j) A nonresident prescription drug nanufacturer
(k) A
(1 A
(m A
(n) A nedical oxygen retail establishnent;
A
A

freight forwarder;

retail pharmacy drug whol esal er;

veterinary |legend drug retail establishnent;

(0)
(p)

conplinentary drug distributor; or

restricted prescription drug distributor

(2)(a) A pernmit issued pursuant to ss. 499.001-499. 081

may be issued only to a natural person who is at |east 18

years of age or to an applicant that is not a natural person
if each person who, directly or indirectly, manages, controls,
or oversees the operation of that applicant is at |east 18
years of age

31
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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
this state, except that a restricted drug distributor permt

© 00 N o O W DN PP

issued to a health care entity will be issued in the nane in

=
o

which the institutional pharmacy pernit is issued and a retai

[N
[N

pharmacy drug whol esaler will be issued a pernmit in the nane

=
N

of its retail pharnmacy pernit.

i

28 (d)fey Apernmit for a prescription drug manufacturer

29 | prescription drug repackager, prescription drug whol esal er, or
30| retail pharmacy whol esal er may not be issued to the address of
31| a health care entity or to a pharnmacy |icensed under chapter

32
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465, except as provided in this paragraph. The departnent nay
i ssue a prescription drug manufacturer pernit to an applicant
at the sane address as a |licensed nucl ear pharmacy, which is a
health care entity, for the purpose of nmanufacturing
prescription drugs used in positron enission tonography or

ot her radi opharmaceuticals, as listed in a rule adopted by the
departnment pursuant to this paragraph. The purpose of this
exenption is to assure availability of state-of-the-art
pharmaceuticals that would pose a significant danger to the
public health if manufactured at a separate establishnment
address fromthe nuclear pharnmacy from which the prescription
drugs are di spensed. The departnent may al so i ssue a retai

phar macy whol esal er pernit to the address of a commnity
pharnmacy |icensed under chapter 465 which does not neet the
definition of a closed pharnmacy in s. 499. 003.

(e)tH)> A county or municipality may not issue an
occupational license for any licensing period beginning on or
after October 1, 2003, for any establishnment that requires a
permt pursuant to ss. 499.001-499.081, unless the
establ i shnent exhibits a current pernmt issued by the
departnment for the establishnment. Upon presentation of the
requisite pernit issued by the departnent, an occupationa
license nay be issued by the nunicipality or county in which
application is made. The departnent shall furnish to |oca
agenci es responsi ble for issuing occupational |icenses a
current list of all establishnents |icensed pursuant to ss.
499. 001- 499. 081.

(3) gy Notwi t hstandi ng subsection (7){4), a pernitted
person in good standing may change the type of pernit issued
to that person by conpleting a new application for the
requested pernit, paying the amount of the difference in the

33
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permt fees if the fee for the new pernit is nore than the fee
for the original pernmt, and neeting the applicable pernmtting
conditions for the new pernit type. The new pernit expires on
the expiration date of the original pernmt being changed;
however, a new permit for a prescription drug whol esal er, an
out-of -state prescription drug whol esal er, or a retai
pharmacy drug whol esal er shall expire on the expiration date
of the original permt or 1 year after the date of issuance of
the new permit, whichever is earlier. A refund may not be
issued if the fee for the new pernit is |less than the fee that
was paid original permt.

()2 Awitten application for a pernit or to renew

a permt nust be filed with the departnent on forns furnished

by the departnent. The departnent shall establish, by rule,

the formand content of the application to obtain or renew a
permt. The applicant nust subnmit to the departnent with the
application a statenment that swears or affirnms that the
information is true and correct.

(5)ta)r Except for a pernmt for a prescription drug

whol esal er or an out-of-state prescription drug whol esal er, an
application for a pernit nust include tafermation—that—an

r de_i-noludest I be tiritedto:

1. The nane, full business address, and tel ephone

nunber of the applicant;
2. Al trade or business nanes used by the applicant;
3. The address, tel ephone nunbers, and the nanes of
contact persons for each facility used by the applicant for
the storage, handling, and distribution of prescription drugs;
4. The type of ownership or operation, such as a
partnership, corporation, or sole proprietorship; and

34

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




© 00 N o O W DN PP

W WNNNNMNNMNNNMNNNNRRRRRPRPEPR R R R
P O © 0 N O 00~ WNIERPLO O N DWNPRER O

Florida Senate - 2003 CS for CS for SB 2312
309-2438-03

5. The nanes of the owner and the operator of the
establ i shnent, including:

a. If an individual, the nane of the individual

b. |If a partnership, the nane of each partner and the
nane of the partnership;

c. |If a corporation, the nane and title of each
corporate officer and director, the corporate nanes, and the
nane of the state of incorporation

d. If a sole proprietorship, the full nane of the sole
proprietor and the nanme of the business entity; and

e. If alimted liability conpany, the nanme of each

nenber, the nane of each nmnager, the nane of the linited

liability conpany, and the nane of the state in which the

limted liability conpany was organi zed; and

f.e— Any other relevant information that the
departnment requires.

(b) Upon approval of the application by the departnent
and paynent of the required fee, the departnent shall issue a
permit to the applicant, if the applicant neets the
requi rements of ss. 499.001-499.081 and rul es adopted under
t hose sections.

(c) Any change in information required under paragraph
(a) nust be subnitted to the departnent before the change
occurs.

(d) The departnent shall consider, at a mninum the
following factors in reviewing the qualifications of persons
to be permitted under ss. 499.001-499. 081

1. The applicant's having been found guilty,
regardl ess of adjudication, in a court of this state or other
jurisdiction, of a violation of a law that directly relates to
a drug, device, or cosnetic. A plea of nolo contendere
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constitutes a finding of guilt for purposes of this
subpar agr aph.

2. The applicant's having been disciplined by a
regul atory agency in any state for any offense that would
constitute a violation of ss. 499.001-499.081

3. Any felony conviction of the applicant under a
federal, state, or |ocal |aw

4. The applicant's past experience in manufacturing or
di stributing drugs, devices, or cosnetics;

5. The furnishing by the applicant of false or
fraudulent material in any application nmade in connection with
manuf acturing or distributing drugs, devices, or cosnetics;

6. Suspension or revocation by a federal, state, or
| ocal governnent of any pernit currently or previously held by
the applicant for the manufacture or distribution of any
drugs, devices, or cosnetics;

7. Conmpliance with pernmitting requirenments under any
previously granted pernmits;

8. Compliance with requirenents to maintain or nake
available to the state permitting authority or to federal
state, or local |aw enforcenent officials those records
requi red under this section; and

9. Any other factors or qualifications the departnent
considers relevant to and consistent with the public health
and safety.

(6) Except for pernits for prescription drug

whol esal ers or out-of-state prescription drug whol esal ers:

(a) 3y The departnment shall adopt rules for the
bi enni al renewal of pernmts.
(b) tay The departnment shall renew a permt upon
recei pt of the renewal application and renewal fee if the
36
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applicant neets the requirenents established under ss.

499. 001-499. 081 and the rul es adopted under those sections.
(c)ftb)y A pernmit, unless sooner suspended or revoked,

automatically expires 2 years after the last day of the

anni versary nonth in which the permit was originally issueds
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stbm-t—a—renewat—appHeatioen—A pernit issued under ss.
499. 001-499. 081 may be renewed by naki ng application for

renewal on forns furnished by the departnent and paying the
appropriate fees. |If a renewal application and fee are

subm tted and postnarked after the expiration date of the
permt, the pernit nmay be renewed only upon paynent of a late
renewal delinquent fee of $100, plus the required renewal fee,
not later than 60 days after the expiration date.

(d)fe)y Failure to renew a pernmit in accordance with
this section precludes any future renewal of that permt. If a
permt issued pursuant to this section has expired and cannot
be renewed, before an establishnent may engage in activities
that require a pernmit under ss. 499.001-499.081, the
establ i shnent nust subnit an application for a new pernit, pay
the applicable application fee, the initial pernt fee, and
all applicable penalties, and be issued a new permt by the
depart nent.

(7)t4)r A permt issued by the department is
nontransferable. Each permt is valid only for the person or
governnmental unit to which it is issued and is not subject to
sal e, assignnent, or other transfer, voluntarily or
involuntarily; nor is a pernt valid for any establishnent
other than the establishnment for which it was originally
i ssued.

(a) A person pernmitted under ss. 499.001-499. 081 nust
notify the departnent before nmaking a change of address. The
departnent shall set a change of |ocation fee not to exceed
$100.

(b)1. An application for a new pernmt is required when
a mpjority of the ownership or controlling interest of a
permtted establishnment is transferred or assigned or when a
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| essee agrees to undertake or provide services to the extent
that legal liability for operation of the establishnment wll
rest with the | essee. The application for the new pernit nust
be made before the date of the sale, transfer, assignment, or
| ease.

2. Apernittee that is authorized to distribute | egend
drugs may transfer such drugs to the new owner or |essee under
subparagraph 1. only after the new owner or |essee has been

© 00 N o O W DN PP

approved for a pernit to distribute | egend drugs.

@m;

15 (c)td)y If an establishnent permitted under ss.

16 | 499. 001-499. 081 cl oses, the owner nust notify the departnent
171 in witing before the effective date of closure and nust:

18 1. Return the permit to the departnent;

19 2. If the permttee is authorized to distribute | egend
20 | drugs, indicate the disposition of such drugs, including the
21 | nane, address, and inventory, and provide the nane and address
22 | of a person to contact regarding access to records that are

23| required to be maintai ned under ss. 499.001-499.081. Transfer
24 | of ownership of |egend drugs nmay be nmade only to persons

25 | authori zed to possess | egend drugs under ss. 499. 001-499. 081
26

27 | The departnent may revoke the pernit of any person that fails
28| to conply with the requirenents of this subsection

29 (8) 5 A permt nust be posted in a conspicuous place

30| on the licensed prenise.

31
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1 Section 13. Section 499.012, Florida Statutes, is

2 | anended to read:

3 499. 012 Wholesale distribution; definitions; pernits;
4 | applications;general requirenents.--

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

6 (a) "Wholesale distribution" nmeans distribution of

7 | prescription drugs to persons other than a consuner or

8 | patient, but does not include:

9 1. Any of the following activities, which is not a

10| violation of s. 499.005(21) if such activity is conducted in
11 | accordance with s. 499. 014:

12 a. The purchase or other acquisition by a hospital or
13 | other health care entity that is a nenber of a group

14 | purchasing organi zation of a prescription drug for its own use
15| fromthe group purchasi ng organi zation or fromother hospitals
16 | or health care entities that are nenbers of that organization
17 b. The sale, purchase, or trade of a prescription drug
18 | or an offer to sell, purchase, or trade a prescription drug by
19| a charitabl e organi zation described in s. 501(c)(3) of the

20| Internal Revenue Code of 1986, as anmended and revised, to a

21 | nonprofit affiliate of the organization to the extent

22 | otherwi se pernmitted by | aw.

23 c. The sale, purchase, or trade of a prescription drug
24 | or an offer to sell, purchase, or trade a prescription drug

25 | anong hospitals or other health care entities that are under
26 | common control. For purposes of this section, "comon control"
27 | nreans the power to direct or cause the direction of the

28 | managenent and policies of a person or an organizati on,

29 | whet her by ownershi p of stock, by voting rights, by contract,
30 | or otherwi se.

31
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d. The sale, purchase, trade, or other transfer of a
prescription drug fromor for any federal, state, or |oca
governnment agency or any entity eligible to purchase
prescription drugs at public health services prices pursuant
to Pub. L. No. 102-585, s. 602 to a contract provider or its
subcontractor for eligible patients of the agency or entity
under the follow ng conditions:

(1) The agency or entity nust obtain witten
aut hori zation for the sale, purchase, trade, or other transfer
of a prescription drug under this sub-subparagraph fromthe
Secretary of Health or his or her designee.

(I'l1) The contract provider or subcontractor nust be
aut hori zed by law to administer or dispense prescription
dr ugs.

(I'11) In the case of a subcontractor, the agency or
entity nust be a party to and execute the subcontract.

(I'V) A contract provider or subcontractor mnust
mai ntai n separate and apart from other prescription drug
i nventory any prescription drugs of the agency or entity in
its possession.

(V) The contract provider and subcontractor nust
mai ntain and produce i mredi ately for inspection all records of
novenent or transfer of all the prescription drugs bel ongi ng
to the agency or entity, including, but not limted to, the
records of receipt and disposition of prescription drugs. Each
contractor and subcontractor dispensing or adninistering these
drugs nmust maintain and produce records docunenting the
di spensing or adninistration. Records that are required to be
mai nt ai ned include, but are not linmted to, a perpetua
inventory itenizing drugs received and drugs di spensed by

41
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prescription nunber or adninistered by patient identifier,
whi ch nust be subnitted to the agency or entity quarterly.

(VI) The contract provider or subcontractor may
adm ni ster or dispense the prescription drugs only to the
eligible patients of the agency or entity or nust return the
prescription drugs for or to the agency or entity. The
contract provider or subcontractor nust require proof from
each person seeking to fill a prescription or obtain treatnent
that the person is an eligible patient of the agency or entity
and nust, at a mininmum nmaintain a copy of this proof as part
of the records of the contractor or subcontractor required
under sub-sub-subparagraph (V).

(VI1) In addition to the departmental inspection
authority set forth in s. 499.051, the establishnment of the
contract provider and subcontractor and all records pertaining
to prescription drugs subject to this sub-subparagraph shal
be subject to inspection by the agency or entity. Al records
relating to prescription drugs of a manufacturer under this
sub- subpar agraph shall be subject to audit by the manufacturer
of those drugs, without identifying individual patient
i nformati on.

2. Any of the following activities, which is not a
violation of s. 499.005(21) if such activity is conducted in
accordance with rules established by the departnent:

a. The sale, purchase, or trade of a prescription drug
anong federal, state, or local governnent health care entities
that are under common control and are authorized to purchase
such prescription drug.

b. The sale, purchase, or trade of a prescription drug
or an offer to sell, purchase, or trade a prescription drug
for energency nedi cal reasons. For purposes of this

42
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sub- subpar agraph, the term "energency nedical reasons"
i ncludes transfers of prescription drugs by a retail pharmacy
to another retail pharnmacy to alleviate a tenporary shortage.

c. The transfer of a prescription drug acquired by a
nedi cal director on behalf of a licensed energency nedica
services provider to that energency nedical services provider
and its transport vehicles for use in accordance with the
provider's license under chapter 401

d. The revocation of a sale or the return of a
prescription drug to the person's prescription drug whol esal e
supplier.

e. The donation of a prescription drug by a health
care entity to a charitable organi zation that has been granted
an exenption under s. 501(c)(3) of the Internal Revenue Code
of 1986, as anended, and that is authorized to possess
prescription drugs.

f. The transfer of a prescription drug by a person
aut hori zed to purchase or receive prescription drugs to a
person licensed or permitted to handle reverse distributions
or destruction under the laws of the jurisdiction in which the
person handling the reverse distribution or destruction
receives the drug

g. The transfer of a prescription drug by a hospita

or other health care entity to a person licensed under this

chapter to repackage prescription drugs for the purpose of

repackagi ng the prescription drug for use by that hospital, or

other health care entity and other health care entities that

are under conmmon control, if ownership of the prescription

drugs remains with the hospital or other health care entity at

all tinmes. In addition to the recordkeepi ng requirenents of s.
499. 0121(6), the hospital or health care entity that transfers
43
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prescription drugs pursuant to this sub-subparagraph nust

reconcile all drugs transferred and returned and resol ve any

di screpancies in a tinely manner

3. The distribution of prescription drug sanples by
manuf acturers' representatives or distributors
representatives conducted in accordance with s. 499. 028.

4. The sale, purchase, or trade of blood and bl ood
conponents intended for transfusion. As used in this
subpar agraph, the term "bl ood" neans whol e bl ood coll ected
froma single donor and processed either for transfusion or
further manufacturing, and the term "bl ood conponents" neans
that part of the bl ood separated by physical or nechanica
neans.

5. The lawful dispensing of a prescription drug in
accordance with chapter 465.

(b) "Whol esale distributor" neans any person engaged
i n whol esal e distribution of prescription drugs in or into
this state, including, but not linmted to, manufacturers;

r epackagers repackers; own-label distributors; jobbers;
private-label distributors; brokers; warehouses, including
manuf acturers' and distributors' warehouses, chain drug

war ehouses, and whol esal e drug war ehouses; i ndependent

whol esal e drug traders; exporters; retail pharnacies; and the
agents thereof that conduct whol esal e distributions.

(c) "Retail pharnmacy" nmeans a conmunity pharnmacy
| i censed under chapter 465 that purchases prescription drugs
at fair market prices and provides prescription services to
the public.

(2) The followi ng types of wholesaler pernits are
est abl i shed:
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1 (a) A prescription drug wholesaler's permt. A

2| prescription drug whol esaler is a wholesale distributor that
3 | may engage in the whol esal e distribution of prescription

4] drugs. A prescription drug whol esaler that applies to the

5| departnent for a new pernit or the renewal of a pernit after
6| July 1, 2003 January—1—1993, nust submit a bond of $100, 000,
7 | or other equival ent neans of security acceptable to the

8 | departnent, such as an irrevocable letter of credit or a

9| deposit in a trust account or financial institution$200,

10 | payable to the Florida Drug, Device, and Cosnetic Trust Fund.
11| The purpose of the bond is to secure paynent of any

12 | adninistrative penalties inposed by the departnent and any

13| fees and costs incurred by the departnent regarding that

14 | permit which are authorized under state |aw and whi ch the

15| pernmittee fails to pay 30 days after the fine or costs hecone
16 | final. The departnent may make a cl ai m agai nst such bond or
17 | security until 1 year after the permttee's |license ceases to
18 | be valid or until 60 days after any adninistrative or |ega

19 | proceeding authorized in ss. 499.001-499. 081 which invol ves
20| the permittee is concluded, including any appeal, whichever
21 | occurs | at er. Fhis—boend—wHH—berefunded—to—thepermttee—when
22 | the—permat—+sreturned—to—thedepartent—and—thepermttee
23 | eeases—toftunection—as—a busthness—Apernmttee—that—faits—+to
24 | notify—the—departrent—before—changingthe—address—of—the
25 | busi ¢ ai » I I bet Los I
26 | busi ’ ot » I I bet I F
27 | ownershi-p—forfeits—its—bond-The departnment nay adopt rul es
28 | for issuing a prescription drug whol esal er-broker permt to a
29 | person who engages in the whol esal e distribution of
30 | prescription drugs and does not take physical possession of
31| any prescription drugs.
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(b) A conpressed nedical gas wholesaler's pernmt. 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 rul es
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
with all the provisions required of a wholesale distributor
under ss. 499.001-499.081. An out-of-state prescription drug
whol esal er that applies to the departnment for a new pernit or

the renewal of a pernmit after July 1, 2003, nust submit a bond

of $100, 000, or other equival ent neans of security acceptable

to the departnent, such as an irrevocable letter of credit or

a deposit in a trust account or financial institution, payable
to the Florida Drug, Device, and Cosnetic Trust Fund. The
purpose of the bond is to secure paynent of any admi nistrative

penalties i nposed by the departnent and any fees and costs

incurred by the departnent regarding that permit which are

aut hori zed under state |law and which the pernittee fails to
46
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pay 30 days after the fine or costs becone final. The

departnment may make a cl ai m agai nst such bond or security

until 1 year after the permittee's |license ceases to be valid

or until 60 days after any adnministrative or |egal proceeding
authorized in ss. 499.001-499. 081 which involves the pernittee
i s concluded, including any appeal, whichever occurs |ater

1. The out-of-state drug whol esal er nust nmintain 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 conduct whol esal e

di stributions of prescription drugs under the sane busi ness
nane are—dnder—eomon——cont+ol. The recordkeepi ng requirenents
of s. 499.0121(6) nust be followed for this transacti on.
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(d) A retail pharmacy wholesaler's pernit. A retai
pharmacy whol esaler is a retail pharmacy engaged in whol esal e
di stribution of prescription drugs within this state under the
followi ng conditions:

1. The pharnmacy nust obtain a retail pharnmacy
whol esal er's permt pursuant to ss. 499.001-499. 081 and the
rul es adopted under those sections.

2. The whol esale distribution activity does not exceed
30 percent of the total annual purchases of prescription
drugs. If the wholesale distribution activity exceeds the
30-percent maxi mum the pharmacy nmust obtain a prescription
drug whol esaler's permt.

3. The transfer of prescription drugs that appear in
any schedul e contained in chapter 893 is subject to chapter
893 and the federal Conprehensive Drug Abuse Prevention and
Control Act of 1970.

4. The transfer is between a retail pharnmacy and
another retail pharmacy, or a Mddified Class Il institutiona
pharnmacy, or a health care practitioner licensed in this state
and aut horized by law to di spense or prescribe prescription
dr ugs.

5. Al records of sales of prescription drugs subject
to this section nust be nmintained separate and distinct from
other records and conply with the recordkeepi ng requirenents
of ss. 499.001-499. 081

(3) A person that engages in whol esal e distribution of
prescription drugs in this state nust have a whol esal e
distributor's permt issued by the departnent, except as noted
in this section. Each establishnent nust be separately
permtted except as noted in this subsection
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(a) A separate establishnment pernit is not required
when a permitted prescription drug whol esal er consigns a
prescription drug to a pharnacy that is permtted under
chapter 465 and located in this state, provided that:

1. The consignor whol esaler notifies the departnent in
writing of the contract to consign prescription drugs to a
pharnmacy along with the identity and | ocation of each
consi gnee phar nacy;

2. The pharmacy 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 consigned prescription
drug in accordance with the limtations of its pernmt 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.
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(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
pharnmacy and that wholesaler if: the permtted pharnacy and
the pernmitted prescription drug wholesaler conply with all of
the provisions of paragraph (a) and the prescription drugs
continue to be within the permtted 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 esal e distributor through which it
distributes 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) The departnent shall require informati on from each
whol esal e distributor as part of the pernit and renewal of
such permt, as required under s. 499.01

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

(5) The departnent may adopt rul es governing the
recordkeepi ng, storage, and handling with respect to each of
the distributions of prescription drugs specified in
subpar agraphs (1) (a)l.-4.

Section 14. Effective January 1, 2004, section
499. 012, Florida Statutes, as anended by this act, is anended
to read:
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1 499. 012 Wholesale distribution; definitions; pernits;
2 | applications; general requirenents.--

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

4 (a) "Wholesale distribution" nmeans distribution of

5| prescription drugs to persons other than a consuner or

6 | patient, but does not include:

7 1. Any of the following activities, which is not a

8| violation of s. 499.005(21) if such activity is conducted in

9 | accordance with s. 499. 014:

10 a. The purchase or other acquisition by a hospital or
11| other health care entity that is a nenber of a group

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

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

19 | nonprofit affiliate of the organization to the extent

20 | otherwi se pernmitted by | aw.

21 c. The sale, purchase, or trade of a prescription drug
22 | or an offer to sell, purchase, or trade a prescription drug

23 | anong hospitals or other health care entities that are under
24 | common control. For purposes of this section, "comon control"
25 | neans the power to direct or cause the direction of the

26 | managenent and policies of a person or an organizati on,

27 | whet her by ownershi p of stock, by voting rights, by contract,
28 | or otherwi se.

29 d. The sale, purchase, trade, or other transfer of a
30| prescription drug fromor for any federal, state, or |oca

31| governnment agency or any entity eligible to purchase
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prescription drugs at public health services prices pursuant
to Pub. L. No. 102-585, s. 602 to a contract provider or its
subcontractor for eligible patients of the agency or entity
under the follow ng conditions:

(1) The agency or entity nust obtain witten
aut hori zation for the sale, purchase, trade, or other transfer
of a prescription drug under this sub-subparagraph fromthe
Secretary of Health or his or her designee.

(I'l1) The contract provider or subcontractor nust be
aut hori zed by law to administer or dispense prescription
dr ugs.

(I'1'1) In the case of a subcontractor, the agency or
entity nust be a party to and execute the subcontract.

(I'V) A contract provider or subcontractor nust
mai ntai n separate and apart from other prescription drug
i nventory any prescription drugs of the agency or entity in
its possession.

(V) The contract provider and subcontractor mnust
mai ntain and produce i mredi ately for inspection all records of
novenent or transfer of all the prescription drugs bel ongi ng
to the agency or entity, including, but not limted to, the
records of receipt and disposition of prescription drugs. Each
contractor and subcontractor dispensing or adninistering these
drugs nmust maintain and produce records docunenting the
di spensing or adninistration. Records that are required to be
mai nt ai ned include, but are not linmted to, a perpetua
inventory itenizing drugs received and drugs di spensed by
prescription nunber or adninistered by patient identifier,
whi ch nust be subnitted to the agency or entity quarterly.

(VI) The contract provider or subcontractor may
adm ni ster or dispense the prescription drugs only to the
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eligible patients of the agency or entity or nust return the
prescription drugs for or to the agency or entity. The
contract provider or subcontractor nust require proof from
each person seeking to fill a prescription or obtain treatnent
that the person is an eligible patient of the agency or entity
and nust, at a mininmum nmaintain a copy of this proof as part
of the records of the contractor or subcontractor required
under sub-sub-subparagraph (V).

(VI1) In addition to the departnmental inspection
authority set forth in s. 499.051, the establishnment of the
contract provider and subcontractor and all records pertaining
to prescription drugs subject to this sub-subparagraph shal
be subject to inspection by the agency or entity. Al records
relating to prescription drugs of a manufacturer under this
sub- subpar agraph shall be subject to audit by the manufacturer
of those drugs, without identifying individual patient
i nformati on.

2. Any of the following activities, which is not a
violation of s. 499.005(21) if such activity is conducted in
accordance with rules established by the departnent:

a. The sale, purchase, or trade of a prescription drug
anong federal, state, or local governnent health care entities
that are under common control and are authorized to purchase
such prescription drug.

b. The sale, purchase, or trade of a prescription drug
or an offer to sell, purchase, or trade a prescription drug
for energency nedi cal reasons. For purposes of this
sub- subpar agraph, the term "energency nedical reasons"

i ncludes transfers of prescription drugs by a retail pharmacy
to another retail pharnmacy to alleviate a tenporary shortage.
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c. The transfer of a prescription drug acquired by a
nedi cal director on behalf of a licensed energency nedica
services provider to that energency nedical services provider
and its transport vehicles for use in accordance with the
provider's license under chapter 401

d. The revocation of a sale or the return of a
prescription drug to the person's prescription drug whol esal e
supplier.

e. The donation of a prescription drug by a health
care entity to a charitable organi zation that has been granted
an exenption under s. 501(c)(3) of the Internal Revenue Code
of 1986, as anended, and that is authorized to possess
prescription drugs.

f. The transfer of a prescription drug by a person
aut hori zed to purchase or receive prescription drugs to a
person licensed or permitted to handle reverse distributions
or destruction under the laws of the jurisdiction in which the
person handling the reverse distribution or destruction
receives the drug

g. The transfer of a prescription drug by a hospita
or other health care entity to a person licensed under this
chapter to repackage prescription drugs for the purpose of
repackagi ng the prescription drug for use by that hospital, or
other health care entity and other health care entities that
are under conmmon control, if ownership of the prescription
drugs remains with the hospital or other health care entity at
all tinmes. In addition to the recordkeepi ng requirenents of s.
499. 0121(7), the hospital or health care entity that transfers
prescription drugs pursuant to this sub-subparagraph nust
reconcile all drugs transferred and returned and resol ve any
di screpancies in a tinely manner
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3. The distribution of prescription drug sanples by
manuf acturers' representatives or distributors
representatives conducted in accordance with s. 499. 028.

4. The sale, purchase, or trade of blood and bl ood
conponents intended for transfusion. As used in this
subpar agraph, the term "bl ood" neans whol e bl ood coll ected
froma single donor and processed either for transfusion or
further manufacturing, and the term "bl ood conponents" neans
that part of the bl ood separated by physical or nechanica
neans.

5. The lawful dispensing of a prescription drug in
accordance with chapter 465.

(b) "Wholesale distributor" neans any person engaged
i n whol esal e distribution of prescription drugs in or into
this state, including, but not linmted to, manufacturers;
repackagers; own-label distributors; jobbers; private-I|abe
di stributors; brokers; warehouses, including nmanufacturers
and distributors' warehouses, chain drug warehouses, and
whol esal e drug war ehouses; independent whol esal e drug traders;
exporters; retail pharnacies; and the agents thereof that
conduct whol esal e distributions.

(c) "Retail pharnmacy" neans a conmunity pharnmacy
| i censed under chapter 465 that purchases prescription drugs
at fair market prices and provides prescription services to
the public.

(d) "Primary whol esal er” neans any whol esal e
distributor that:

1. Purchased 90 percent or nore of the total dollar

vol une of its purchases of prescription drugs directly from

manuf acturers in the previous year; and
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2.a. Directly purchased prescription drugs from not

fewer than 50 different prescription drug manufacturers in the

previ ous year; or
b. Has, or the affiliated group of which the whol esal e
distributor is a nenber has, not fewer than 250 enpl oyees.

(e) "Directly froma manufacturer" neans:

1. Purchases nmade by the whol esal e distributor

directly fromthe nmanufacturer of prescription drugs; and

2. Transfers froma nenber of an affiliated group, as
defined in s. 1504 of the Internal Revenue Code, of which the
whol esal e distributor is a nenber, if:

a. The affiliated group purchases 90 percent or nore

of the total dollar volune of its purchases of prescription

drugs from manufacturers in the previous year; or

b. The whol esale distributor discloses to the

departnent the names of all nenbers of the affiliated group of
whi ch the wholesale distributor is a nenber and the affiliated

group agrees in witing to provide records on prescription

drug purchases by the nenbers of the affiliated group not

| ater than 48 hours after the departnment requests access to

such records, regardless of the |ocation where the records are

st or ed.
(f) "Secondary whol esal er” neans a whol esal e

distributor that is not a prinmary whol esal er.

(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
may engage in the whol esale distribution of prescription
drugs. A prescription drug whol esaler that applies to the
departnment for a new pernit or the renewal of a pernit after
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1| Juby—34,—20603, nust submit a bond of $100, 000, or other

2 | equi val ent neans of security acceptable to the departnent,

3| such as an irrevocable letter of credit or a deposit in a

4 | trust account or financial institution, payable to the Florida
5| Drug, Device, and Cosnetic Trust Fund. The purpose of the bond
6|is to secure paynent of any administrative penalties inposed
7| by the departnent and any fees and costs incurred by the

8 | departnent regarding that permt which are authorized under

9| state law and which the permttee fails to pay 30 days after
10| the fine or costs becone final. The departnment may nmake a

11 | cl ai m agai nst such bond or security until 1 year after the

12 | pernmittee's |license ceases to be valid or until 60 days after
13 | any adnministrative or |egal proceeding authorized in ss.

14 | 499. 001-499. 081 which involves the pernmittee is concl uded,

15| i ncludi ng any appeal, whichever occurs |ater. The departnent
16 | may adopt rules for issuing a prescription drug

17 | whol esal er-broker pernmit to a person who engages in the

18 | whol esal e distribution of prescription drugs and does not take
19 | physical possession of any prescription drugs.
20 (b) A conpressed nedical gas wholesaler's pernmt. A
21 | conpressed nedi cal gas whol esaler is a whol esal e distributor
22| that is linmted to the whol esal e distribution of conpressed
23 | nedi cal gases to other than the consuner or patient. The
24 | conpressed nedical gas nust be in the original sealed
25 | contai ner that was purchased by that whol esaler. A conpressed
26 | nedi cal gas whol esal er may not possess or engage in the
27 | whol esal e distribution of any prescription drug other than
28 | conpressed nedi cal gases. The departnent shall adopt rul es
29 | that govern the wholesal e distribution of prescription nedica
30 | oxygen for energency use. Wth respect to the energency use of
31| prescription nmedical oxygen, those rules nmay not be
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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
with all the provisions required of a wholesale distributor
under ss. 499.001-499.081. An out-of-state prescription drug
whol esal er that applies to the departnment for a new pernmit or
the renewal of a permt after—3uby—3—2663, nust submit a bond
of $100, 000, or other equival ent neans of security acceptable
to the departnent, such as an irrevocable letter of credit or
a deposit in a trust account or financial institution, payable
to the Florida Drug, Device, and Cosnetic Trust Fund. The
purpose of the bond is to secure paynent of any adm nistrative
penal ties inposed by the departnent and any fees and costs
incurred by the departnent regarding that permt which are
aut hori zed under state |law and which the pernittee fails to
pay 30 days after the fine or costs becone final. The
departnment may make a cl ai m agai nst such bond or security
until 1 year after the permittee's |icense ceases to be valid
or until 60 days after any administrative or |egal proceeding
authorized in ss. 499.001-499. 081 which involves the pernittee
i s concluded, including any appeal, whichever occurs |ater

1. The out-of-state drug whol esal er nust nmmintain at
all tinmes 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
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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 conduct whol esal e

di stributions of prescription drugs under the sane busi ness
nane. The recordkeeping requirenents of s. 499.0121(6) nust be
followed for this transaction

(d) A retail pharmacy wholesaler's pernit. A retai
pharmacy whol esaler is a retail pharmacy engaged in whol esal e
di stribution of prescription drugs within this state under the
foll owi ng conditions:

1. The pharmacy nust obtain a retail pharnmacy
whol esal er's permt pursuant to ss. 499.001-499. 081 and the
rul es adopted under those sections.

2. The whol esale distribution activity does not exceed
30 percent of the total annual purchases of prescription
drugs. If the wholesale distribution activity exceeds the
30- percent maxi mum the pharmacy nust obtain a prescription
drug whol esaler's permt.

3. The transfer of prescription drugs that appear in
any schedul e contained in chapter 893 is subject to chapter
893 and the federal Conprehensive Drug Abuse Prevention and
Control Act of 1970.

4. The transfer is between a retail pharnmacy and
another retail pharmacy, or a Mddified Class Il institutiona
pharnmacy, or a health care practitioner licensed in this state
and aut horized by law to di spense or prescribe prescription
dr ugs.

5. Al records of sales of prescription drugs subject
to this section nust be nmintained separate and distinct from
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1| other records and conply with the recordkeepi ng requirenents
2| of ss. 499.001-499.081

3 (e) A nonresident prescription drug nanufacturer

4 | permit is required for any person that is a nmanufacturer of

5| prescription drugs, or the distribution point for a

6 | mnufacturer of prescription drugs, and | ocated outside of

7| this state, or that is an an entity to whom an approved new
8 | drug application has been issued by the United States Food and
9| Drug Adm nistration, or the contracted manufacturer of the

10 | approved new drug application holder, and | ocated outside the
11| United States, which engages in the whol esale distribution in
12 | this state of the prescription drugs it nmanufactures or is

13 | responsi ble for manufacturing. Each such manufacturer or

14 | entity nust be permitted by the departnent and conply with al
15| the provisions required of a wholesale distributor under ss.
16 | 499. 001-499. 081, except s. 499.0121(6)(d), (e), or (f).

17 1. A person that distributes prescription drugs that
18| it did not manufacture nust also obtain an out-of-state

19 | prescription drug whol esal er pernit pursuant this section to
20 | engage in the wholesale distribution of the prescription drugs
21 | manufactured by another person and conply with the

22 | requirenents of an out-of-state prescription drug whol esal er
23 2.  Any such person nust conply with the |icensing or
24 | permitting requirenents of the jurisdiction in which the

25| establishment is located and the federal act, and any product
26 | whol esaled into this state nust conply with ss.

27 | 499.001-499.081. If a person intends to inport prescription
28 | drugs froma foreign country into this state, the nonresident
29 | prescription drug nmanufacturer nust provide to the departnent
30| alist identifying each prescription drug it intends to inport
31
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and docunent approval by the United States Food and Drug

Adm ni stration for such inportation.

(f) A freight forwarder pernit is required for any

person that engages in the distribution of a | egend drug as a

freight forwarder unless the person is a commbn carrier. The

storage, handling, and recordkeepi ng of such distributions

nmust conply with the requirenents for whol esal e distributors

under s. 499.0121, except those set forth in s.
499. 0121(6)(d), (e), or (f). A freight forwarder nust provide
the source of the |l egend drugs with a validated airway bill

bill of lading, or other appropriate docunentation to evidence

t he exportation of the product.

(3) An application for a pernit or to renew a pernit

for a prescription drug whol esaler or an out-of-state

prescription drug whol esal er submitted to the departnent nust

i ncl ude:
(a) The nane, full business address, and tel ephone

nunber of the applicant.

(b) Al trade or business nanes used by the applicant.

(c) The address, tel ephone nunbers, and the nanes of

contact persons for each facility used by the applicant for

the storage, handling, and distribution of prescription drugs.

(d) The type of ownership or operation, such as a

partnership, corporation, or sole proprietorshinp.

(e) The nanes of the owner and the operator of the

establ i shnent, including:

1. If an individual, the nanme of the individual

2. |f a partnership, the nane of each partner and the

nane of the partnership.

3. |If a corporation
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a. The nane, address, and title of each corporate

of ficer and director

b. The nane and address of the corporation, resident

agent of the corporation, the resident agent's address, and

the corporation's state of incorporation

c. The nane and address of each sharehol der of the

corporation that owns 5 percent or nore of the outstandi ng

stock of the corporation

4, |f a sole proprietorship, the full nane of the sole

proprietor and the nane of the business entity.

5. If alimted liability conpany:

The nane and address of each nenber

a
b. The nane and address of each nanager
c The nane and address of the linmted liability

conpany, the resident agent of the linited liability conpany,

and the nane of the state in which the linited liability

conpany was organi zed

(f) |If applicable, the nanme and address of each nenber

of the affiliated group of which the applicant is a nenber

(g)l. For an application for a new permt, the

estimated annual dollar vol une of prescription drug sal es of

the applicant, the estimted annual percentage of the

applicant's total conpany sales that are prescription drugs,

the applicant's estimated annual total dollar vol ume of

pur chases of prescription drugs, and the applicant's estinated

annual total dollar volune of prescription drug purchases

directly from nmanufacturers.

2. For an application to renew a pernit, the total

doll ar volune of prescription drug sales in the previous year

the total dollar volunme of prescription drug sales nade in the

previous 6 nonths, the percentage of total conpany sal es that
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were prescription drugs in the previous year, the total dollar

vol unme of purchases of prescription drugs in the previous

year, and the total dollar volune of prescription drug

purchases directly from manufacturers in the previous year

Such portions of the information required pursuant to this

par agraph which are a trade secret, as defined in s. 812.081

shall be maintained by the departnent as trade secret

information is required to be mai ntai ned under s. 499. 051

(h) The tax year of the applicant.

(i) A copy of the deed for the property on which

applicant's establishnment is located, if the establishnent is

owned by the applicant, or a copy of the applicant's |ease for

the property on which applicant's establishnent is |ocated

that has an original termof not less than 1 cal endar year, if

the establishnent is not owned by the applicant.

(j) Alist of all licenses and pernits issued to the

appli cant by any other state which authorize the applicant to

pur chase or possess prescription drugs.

(k) The nane of the manager of the establishnent that

is applying for the pernmit or to renew the pernit, the next

four highest ranking enpl oyees responsi ble for prescription

drug whol esal e operations for the establishnent, and the nane

of all affiliated parties for the establishnent, together with

the personal information statenent and fingerprints required

pursuant to subsection (4) for each of such persons.

(1) The nane of each of the applicant's designated

representatives as required by subsection (11), together with

the personal information statenent and fingerprints, required

pursuant to subsection (4) for each such person
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(m For an applicant that is a secondary whol esal er

each of the foll ow ng

1. A personal background i nfornmation statenent

contai ning the background i nfornmation and fingerprints

requi red pursuant to subsection (4) for each person naned in

the applicant's response to paragraphs (k) and (1) and for

each affiliated party of the applicant.

2. |If any of the five |largest sharehol ders of the

corporation seeking the pernit is a corporation, the nane,

address, and title of each corporate officer and director of

each such corporation; the nane and address of such

corporation; the name of such corporation's resident agent,

such corporation's resident agent's address, and such

corporation's state of its incorporation; and the nane and

address of each sharehol der of such corporation that owns 5

percent or nore of the stock of such corporation

3. The nane and address of all financial institutions

in which the applicant has an account which is used to pay for

the operation of the establishnent or to pay for drugs

purchased for the establishnent, together with the nanes of

all persons that are authorized signatories on such accounts.

The portions of the information required pursuant to this

subpar agraph which are a trade secret, as defined in s.

812.081, shall be nmintained by the departnment as trade secret

information is required to be maintai ned under s. 499. 051

4. The sources of all funds and the anpunts of such

funds used to purchase or finance purchases of prescription

drugs or to finance the prenises on which the establishnent is

to be | ocat ed.
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5. If any of the funds identified in subparagraph 4.

were borrowed, copies of all pronissory notes or |oans used to

obt ai n such funds.

(n) Any other relevant infornation that the departnent

requires, including, but not linmted to, any information

related to whether the applicant satisfies the definition of a

pri mary whol esal er or a secondary whol esal er

(4) (a) Each person required by subsection (3) to

provide a personal information statenent and fingerprints

shall provide the following information to the departnent on

forns prescribed by the departnent:

1. The person's places of residence for the past 7

years.
2. The person's date and place of birth.

3. The person's occupations, positions of enpl oynent,

and offices held during the past 7 years.

4. The principal business and address of any busi ness,

corporation, or other organization in which each such office

of the person was held or in which each such occupati on or

position of enploynent was carried on.

5. Wiether the person has been, during the past 7

years, the subject of any proceeding for the revocation of any

license and, if so, the nature of the proceeding and the

di sposition of the proceeding.

6. Wiether, during the past 7 years, the person has

been enjoined, either tenporarily or permanently, by a court

of conpetent jurisdiction fromviolating any federal or state

| aw regul ating the possession, control, or distribution of

prescription drugs, together with details concerning any such

event.
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7. A description of any involvenent by the person with

any business, including any investnents, other than the

ownership of stock in a publicly traded conpany or nutua

fund, during the past 7 years, which nmanufactured,

admi ni stered, prescribed, distributed, or stored

phar naceuti cal products and any lawsuits in which such

busi nesses were naned as a party.

8. A description of any felony crininal offense of

whi ch the person, as an adult, was found guilty, regardl ess of

whet her adj udication of guilt was withheld or whether the

person pled guilty or nolo contendere. A crininal offense

commtted in another jurisdiction which would have been a

felony in this state nust be reported. |f the person indicates

that a crimnal conviction is under appeal and submits a copy

of the notice of appeal of that crinmnal offense, the

applicant nust, within 15 days after the disposition of the

appeal, submit to the departnent a copy of the final witten

order of disposition.

9. A photograph of the person taken in the previous 30

days.
10. A set of fingerprints for the person on a form and

under procedures specified by the departnent, together with

payment of an anpunt equal to the costs incurred by the

departnment for the crimnal record check of the person

11. The nane, address, occupation, and date and pl ace

of birth for each nenber of the person's imediate famly who

is 18 years of age or older. As used in this subparagraph, the

term"nmenber of the person's inmediate fanily" includes the

person's spouse, children, parents, siblings, the spouses of

the person's children, and the spouses of the person's

si bl i ngs.
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12. Any other relevant infornation that the departnment

requires.
(b) The information required pursuant to paragraph (a)

shal | be provided under oath.

(c) The departnent shall subnit the fingerprints

provided by a person for initial |licensure to the Departnent

of Law Enforcenent for a statewide crinmnal record check and

for forwarding to the Federal Bureau of Investigation for a

national crimnal record check of the person. The departnent

shal|l submit the fingerprints provided by a person as a part

of a renewal application to the Departnment of Law Enforcenent

for a statewide crimnal record check, and for forwarding to

the Federal Bureau of Investigation for a national crimna

record check, for the initial renewal of a pernmt after

January 1, 2004; for any subsequent renewal of a permit, the

departnent shall subnit the required information for a

statewi de and national crimnal record check of the person

Any person who as a part of an initial pernit application or

initial permt renewal after January 1, 2004, submits to the

departnent a set of fingerprints required for the crimna

record check required in this paragraph shall not be required

to provide a subsequent set of fingerprints for a crinina

record check to the departnment, if the person has undergone a

crimnal record check as a condition of the the issuance of

an initial pernmt or the initial renewal of a permt of an

applicant after January 1, 2004.

(5) The departnent may deny an application for a

permt or refuse to renew a pernit for a prescription drug

whol esal er or an out-of-state prescription drug whol esaler if:

(a) The applicant has not net the requirenents for the

permt.
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1 (b) The managenent, officers, or directors of the

2| applicant or any affiliated party are found by the departnent
3| to be inconpetent or untrustworthy.

4 (c) The applicant is so lacking in experience in

5| managi ng a whol esale distributor as to make the issuance of

6 | the proposed pernit hazardous to the public health.

7 (d) The applicant is so lacking in experience in

8 | managi ng a whol esale distributor as to jeopardi ze the

9 | reasonabl e prom se of successful operation of the whol esal e
10 | distributor.

11 (e) The applicant is lacking in experience in the

12 | distribution of prescription drugs.

13 (f) The applicant's past experience in nmanufacturing
14 | or distributing prescription drugs indicates that the

15 | applicant poses a public health risk

16 (g) The applicant is affiliated directly or indirectly
17 | t hrough ownership, control, or other business relations, with
18 | any person or persons whose busi ness operations are or have
19 | been detrinental to the public health.

20 (h) The applicant, or any affiliated party, has been
21| found guilty of or has pleaded guilty or nolo contendere to
22 | any felony or crine punishable by inprisonnent for 1 year or
23 | nore under the laws of the United States, any state, or any
24 | other country, regardl ess of whether adjudication of guilt was
25 | wi t hhel d.

26 (i) The applicant or any affiliated party has been

27 | charged with a felony in a state or federal court and the

28 | di sposition of that charge is pending during the application
29 | review or renewal review period.

30 (j) The applicant has furnished fal se or fraudul ent

31| information or material in any application nade in this state
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or any other state in connection with obtaining a permt or

license to manufacture or distribute drugs, devices, or

cosneti cs.
(k) That a federal, state, or |ocal governnent permt

currently or previously held by the applicant, or any

affiliated party, for the manufacture or distribution of any

drugs, devices, or cosnetics has been disciplined, suspended,

or revoked and has not been reinstat ed.

(1) The applicant does not possess the financial or

physi cal resources to operate in conpliance with the pernit

bei ng sought, this chapter, and the rul es adopted under this

chapter.
(m The applicant or any affiliated party receives,

directly or indirectly, financial support and assistance from

a person who was an affiliated party of a pernittee whose

permt was subject to discipline or was suspended or revoked,

ot her than through the ownership of stock in a publicly traded

conpany or a nutual fund.

(n) The applicant or any affiliated party receives,

directly or indirectly, financial support and assistance from

a person who has been found guilty of any violation of ss.
499. 001-499. 081 or chapter 465, chapter 501, or chapter 893,
any rul es adopted under any of those sections or chapters, any

federal or state drug law, or any fel ony where the underlying

facts related to drugs, regardl ess of whether the person has

been pardoned, had her or his civil rights restored, or had

adj udi cati on withheld, other than through the ownership of

stock in a publicly traded conpany or a nutual fund.

(o) The applicant for renewal of a permt under

par agraph (2)(a) or paragraph (2)(c) has not actively engaged

in the whol esal e distribution of prescription drugs, as
69
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1| denonstrated by the regular and systematic distribution of

2 | prescription drugs throughout the year as evi denced by not

3| fewer than 12 whol esal e distributions in the previ ous year and
4] not fewer than three wholesale distributions in the previous 6
5| nont hs.

6 (p) Information obtained in response to paragraph
712)(a) or paragraph (2)(c) denonstrates it would not be in the
8 | best interest of the public health, safety, and welfare to

9| issue a pernit.

10 (q) The applicant does not possess the financi al

11 | standi ng and busi ness experience for the successful operation
12 | of the applicant.

13 (r) The applicant or any affiliated party has failed
14| to conply with the requirenments for manufacturing or

15| distributing prescription drugs under ss. 499.001-499. 081

16 | simlar federal laws, simlar laws in other states, or the

17 | rul es adopted under such | aws.

18 (6) Upon approval of the application by the departnent
19 | and paynent of the required fee, the departnment shall issue or
20 | renew a prescription drug whol esal er or an out-of-state
21 | prescription drug whol esaler pernmt to the applicant.
22 (7) For pernits for prescription drug whol esal ers or
23 | out-of -state prescription drug whol esal ers:
24 (a) The departnent shall adopt rules for the annua
25| renewal of pernits. At |least 90 days before the expiration of
26 | a permt, the departnent shall forward a pernit renewal
27 | notification and renewal application to the prescription drug
28 | whol esal er or out-of-state prescription drug whol esaler at the
29 | mai ling address of the permitted establishnent on file with
30| the departnent. The pernit renewal notification nust state
31| conspicuously the date on which the pernit for the
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establishnent will expire and that the establishnment may not

operate unless the pernit for the establishnent is renewed

tinmely.
(b) A pernit, unless sooner suspended or revoked,

automatically expires 1 year after the last day of the

anni versary nonth in which the permit was originally issued. A

permt may be renewed by nmaking application for renewal on

forns furnished by the departnment and paying the appropriate

fees. If a renewal application and fee are submtted and

post nar ked after 45 days prior to the expiration date of the

permt, the pernit may be renewed only upon paynent of a late

renewal fee of $100, plus the required renewal fee. A

permittee that has submitted a renewal application in

accordance with this paragraph nmay continue to operate under

its permit, unless the permt is suspended or revoked, unti

final disposition of the renewal application

(c) Failure to renew a pernit in accordance with this

section precludes any future renewal of that pernit. If a

permt issued pursuant to this section has expired and cannot

be renewed, before an establishnent may engage in activities
that require a pernit under ss. 499.001-499.081, the
establ i shnent nust subnit an application for a new pernit; pay

the applicable application fee, initial pernit fee, and al

appl i cabl e penalties; and be issued a new pernit by the

depart nent.

(8)3) A person that engages in whol esale distribution
of prescription drugs in this state nust have a whol esal e
distributor's permt issued by the departnent, except as noted
in this section. Each establishnent nust be separately
permtted except as noted in this subsection
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(a) A separate establishnment pernit is not required
when a permitted prescription drug whol esal er consigns a
prescription drug to a pharnacy that is permtted under
chapter 465 and located in this state, provided that:

1. The consignor whol esaler notifies the departnent in
writing of the contract to consign prescription drugs to a
pharnmacy along with the identity and | ocation of each
consi gnee phar nacy;

2. The pharmacy 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 consigned prescription
drug in accordance with the limtations of its pernmt 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.
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(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
pharnmacy and that wholesaler if: the permtted pharnacy and
the pernmitted prescription drug wholesaler conply with all of
the provisions of paragraph (a) and the prescription drugs
continue to be within the permtted 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 esal e distributor through which it
distributes 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) The departnent shall require informati on from each
whol esal e distributor as part of the pernit and renewal of
such permt, as required under s. 499.01 or s. 499.012.

(9) t4)y Personnel enployed in whol esal e distribution
nmust have appropriate education and experience to enable them
to performtheir duties in conpliance with state permitting
requi rements.

(10) The nane of a pernittee or establishnent on a

prescription drug whol esaler pernit or an out-of-state

prescription drug whol esal er pernit nmay not include any

indicia of attai nment of any educational degree, any indicia

that the pernittee or establishment possesses a professiona

|icense, or any nane or abbreviation that the departnent

determines is likely to cause confusion or nistake or that the
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departnent deternines is deceptive, including that of any

other entity authorized to purchase prescription drugs.

(11)(a) Each establishnment that is issued an initial

or renewal pernit as a prescription drug whol esal er or an

out-of -state prescription drug whol esal er nmust designate in

witing to the departnent at | east one natural person to serve

as the designated representative of the whol esal er. Such

person nust have an active certification as a desi gnated

representative fromthe departnent.

(b) To be certified as a designated representative, a

nat ur al person nmust:

1. Subnmit an application on a formfurnished by the

departnent and pay the appropriate fees;

2. Be at least 18 years of age;

3. Have not less than 2 years of verifiable full-tine

wor k experience in a pharnacy licensed in this state or

anot her state, where the person's responsibilities included,

but were not linmited to, recordkeeping for prescription drugs,

or have not less than 2 years of verifiable full-tine

nmanageri al experience with a prescription drug whol esal er

licensed in this state or in another state;

4. Receive a passing score of at |east 75 percent on

an exanmi nation given by the departnent regarding federal |aws

governing distribution of prescription drugs and ss.
499. 001-499. 081 and the rul es adopted by the departnent
governi ng the whol esale distribution of prescription drugs.

This requirenent shall be effective 1 year after the results

of the initial exanination are nailed to the persons that took

t he exani nation. The departnent shall offer such exam nations

at |least four tines each cal endar year; and
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5. Provide the departnent with a personal infornmation

statenent and fingerprints pursuant to subsection (4).

(c) The departnent may deny an application for

certification as a designhated representative or nmay suspend or

revoke a certification of a designated representative pursuant
to s. 499.067.
(d) A designated representative:

1. Must be actively involved in and aware of the

actual daily operation of the whol esal e distributor

2. Must be enployed full tine in a managerial position

by the whol esal e distributor.

3. Must be physically present at the establishnent

during nornmal business hours, except for tine periods when

absent due to illness, fanmly illness or death, schedul ed

vacation, or other authorized absence.

4. May serve as a designated representative for only

one whol esal e distributor at any one tine.

(e) A wholesale distributor nust notify the departnent

when a designated representative | eaves the enploy of the

whol esal e distributor. Such notice nmust be provided to the

departnment within 10 busi ness days after the |ast day of

desi gnhated representative's enploynent with the whol esal e

di stri butor.

(f) A wholesale distributor nay not operate under a

prescription drug whol esaler pernit or an out-of-state

prescription drug whol esaler pernit for nore than 10 busi ness

days after the designated representative | eaves the enpl oy of

t he whol esal e distributor, unless the whol esale distributor

enpl oys anot her designated representative and notifies the

departnent within 10 busi ness days of the identity of the new

desi ghat ed representati ve.
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1 (12) {5y The departnent may adopt rules governing the

2 | recordkeepi ng, storage, and handling with respect to each of
3| the distributions of prescription drugs specified in

4 | subparagraphs (1) (a)l.-4.

5 Section 15. Subsections (4), (6), (7), and (8) of

6 | section 499.0121, Florida Statutes, are anended, and

7 | subsection (11) is added to that section, to read:

8 499. 0121 Storage and handling of prescription drugs;
9 | recordkeepi ng. -- The departnent shall adopt rules to inplenent
10| this section as necessary to protect the public health,

11 | safety, and welfare. Such rules shall include, but not be
12| linmted to, requirenents for the storage and handling of

13 | prescription drugs and for the establishnment and mai nt enance
14 | of prescription drug distribution records.

15 (4) EXAM NATI ON OF MATERI ALS AND RECORDS. - -

16 (a) Upon receipt, each outside shipping container nust
17 | be visually exanmned for identity and to prevent the

18 | acceptance of contam nated prescription drugs that are

19 | otherwise unfit for distribution. This exam nation nust be
20 | adequate to reveal container damage that woul d suggest

21 | possible contanination or other damage to the contents.

22 (b) Each outgoing shipnment nust be carefully inspected
23| for identity of the prescription drug products and to ensure
24 | that there is no delivery of prescription drugs that have

25 | expired or been danmged in storage or held under inproper

26 | condi tions.

27 (c) The recordkeeping requirenents in subsection (6)
28 | must be followed for all incom ng and outgoing prescription
29 | drugs.

30 (d) Upon receipt, a whol esal er nmust review records

31| required under this section for the acquisition of
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prescription drugs for accuracy and conpl et eness, considering

the total facts and circunstances surrounding the transactions

and the whol esal e distributors involved. This includes

aut henticating each transaction listed on a pedi gree paper, as
defined in s. 499.001(31).

(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.

(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

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

5. Any financial docunentation supporting the

transacti on.

(b) Inventories and records nust be nade avail able for
i nspection and phot ocopyi ng by aut horized federal, state, or
| ocal officials for a period of 2 years follow ng disposition
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of the drugs or 3 years after the creation of the records,

whi chever period is |onger

(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
di stribution of a prescription drug, and who is not an
aut hori zed distributor of record for the drug manufacturer's

product s ef—sueh—drug, nust provide to each whol esal e
di stributor of such drug, before the sale is nade to such

whol esal e distributor, a witten statenent under oath
i dentifying each previous sale of the drug back to the | ast

aut hori zed distributor of record, the | ot nunber of the drug,

and the sal es invoice nunber of the invoice evidencing the

sale of the drug. The witten statenent rdent-HyngaH—sates
of—stueh—drug nust acconpany the drug fer—each—subseguent
whotesate—dist+ributtoen—of—the—drug to t he next & whol esal e

di stributor. The departnent shall adopt rules relating to the

requirenents of this witten statenent. This paragraph does

not apply to a manufacturer unless the manufacturer is

perforning the manufacturing operati on of repackaging

prescription drugs.
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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
and paragraph (e).

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 able to the departnent upon request.

4. Each manufacturer shall file a witten list of al

of the manufacturer's authorized distributors of record with

the departnment. A manufacturer shall notify the departnent not

| ater than 10 days after any change to the list. The

departnment shall publish a list of all authorized distributors

of record on its website.

5. For the purposes of this subsection, the term
"aut horized distributors of record" neans a whol esal e
di stri but or these—distributors with whom a manuf acturer has
establ i shed an ongoing relationship to distribute the
manuf acturer's products. Effective March 1, 2004, an ongoi ng

relationship is deened to exi st when a whol esal e di stri butor

including any affiliated group, as defined in s. 1504 of the

I nternal Revenue Code, of which the whol esale distributor is a

menber :
a. Is listed on the manufacturer's current |ist of

aut hori zed distributors of record.

b. Annually purchases not | ess than 90 percent of al

of its purchases of a manufacturer's prescription drug

products, based on dollar volunme, directly fromthat

manuf acturer and has total annual prescription drug sal es of

$100 million or nore.
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1 c. Has reported to the departnent pursuant to s.

2] 499.012(2)(g)2. that the whol esale distributor has total

3| annual prescription drug sales of $100 nillion or nore, and

4| has a verifiable account nunber issued by the manufacturer

5] authorizing the whol esal e distributor to purchase the

6 | mnufacturer's drug products directly fromthat nanufacturer
7 | and that whol esale distributor nmakes not fewer than 12

8 | purchases of that manufacturer's drug products directly from
9 | the manufacturer using said verifiable account nunber in 12
10 | nonths. The provisions of this sub-subparagraph apply with

11 | respect to a manufacturer that fails to file a copy of the

12 | manufacturer's list of authorized distributors of record with
13| the departnent by July 1, 2003; that files a list of

14 | authorized distributors of record which contains fewer than
15 ] five whol esale distributors pernmitted in this state, excl uding
16 | the whol esale distributors described in sub-subparagraph b.
17 | or that, as a result of changes to the list of authorized

18 | distributors of record filed with the departnent, has fewer
19 | than five wholesale distributors pernitted in this state as
20 | authori zed distributors of record, excluding the whol esal e

21 | distributors described in sub-subparagraph b

22

23| A whol esal e distributor that satisfies the requirenents of

24 | sub- subparagraph b. or sub-subparagraph c. shall subnit to the
25 | departnent docunentation substantiating its qualification

26 | pursuant to sub-subparagraph b. or sub-subparagraph c. The

27 | departnent shall add those whol esal e distributors that the

28 | departnent has deternined have net the requirenents of

29 | sub- subparagraph b. or sub-subparagraph c. to the list of

30| authori zed distributors of record on the departnent's website.
31 6. This paragraph expires July 1, 2006.
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(e)1. Notwithstandi ng paragraph (d), each person who

is engaged in the wholesale distribution of a specified drug

nust provide to each whol esale distributor of such specified

dr ug:
a. Upon any sale, a witten statenent that:

(1) If the establishnent is not a nenber of an

affiliated group: "This establishnent purchased the specific

unit of the specified drug directly fromthe manufacturer"; or

(1) If the establishnent is a nenber of an affiliated

group: "This establishnent or a nenber of ny affiliated group

purchased the specific unit of the specified drug directly

fromthe nmanufacturer"; or

b. Before the wholesale distribution, a witten

statenent, under oath, that identifies each previous sal e of

the specific unit of the specified drug back to the

manuf acturer of the specified drug, the | ot nunber of the

specific unit of the specified prescription drug, and the

sal es i nvoi ce nunber of the invoice evidencing each previous

sale of the specific unit of the specified drug. The witten

statenent identifying all sales of such specific unit of the

speci fi ed drug nmust acconpany the specific unit of the

speci fied drug for each subsequent whol esal e di stribution of

the specific unit of the specified drug to a whol esal e

di stri butor.

The departnent shall adopt rules to adm nister the

requi renments of these witten statenents.

2. As used in this paragraph, the term "specified

drug" neans a specific prescription drug on the list of drugs

adopted by the departnment by rule.
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3.a. A drug may be placed on the list of specified

drugs if the departnent has seized or issued a stop sale

notice on the prescription drug because of the adulteration

counterfeiting, or diversion of the prescription drug fromthe

| egal channels of distribution for prescription drugs, or the

United States Food and Drug Administration, a manufacturer, a

whol esal e distributor, a | aw enforcenent agency, or a

gover nnent agency responsible for regulating the sale or

di stribution of prescription drugs in another state has

notified the departnment in witing or through a website

operated by one of said entities that the prescription drug

has been adulterated, counterfeit or diverted fromthe | ega

channel s of distribution for prescription drugs; and the

prescription drug satisfies one of the following criteria:

(1) The prescription drug is included anong the top

150 prescription drugs for which the state has incurred the

hi ghest anount of Medicaid clains in the npst recently ended

state fiscal year;

(I'l1) The prescription drug is avail able for normm

prescription use in dosages or strengths that have a whol esal e

cost $200 or nore;

(1'1l) The prescription drug is used extensively for

patients with human i munodefi ci ency virus, acquired inmne

defici ency syndronme, cancer, or other serious, life

t hreat eni ng conditi ons, where drug nonresponsi veness woul d not

be considered to be nedically unusual

(IV) The prescription drug is an injectabl e drug;

(V) The prescription drug is subject to a special

limted distribution process and is not generally sold to

whol esal e distributors by the manufacturer of the prescription

dr ug;
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(VI) The departnent has found not |ess than five

i nstances where statenents required pursuant to paragraph (d)

for the prescription drug were not passed on other than

because of unintentional oversight, or have been passed on hy

or to a whol esal e distributor and such statenents were

fraudul ent; or

(VI1) A shipnent of a prescription drug has been

reported to a | aw enforcenent agency as having been stol en or

as m ssing.
b. A prescription drug may be placed on the list of

specified drugs if the prescription drug satisfies any three

of the seven criteria set forth in sub-sub-subparagraphs

(1)-(VI'l). However, a prescription drug may not be included on

the list of specified drugs if the prescription drug is

unlikely to be counterfeited or diverted fromthe | ega

channel s of distribution for prescription drugs.

c. Before the departnent begi ns the rul enaki ng process

to place a drug on the list of specified drugs, except when

the departnent files a rule under the procedure specified in
s. 499.0121(6)(e)3.e., the Drug Whol esal er Advi sory Counci
created in s. 499.01211 shall consider whether a prescription

drug should be included on or added to the |ist of specified

drugs using the criteria enunerated in sub-subparagraph 3.a.

or sub-subparagraph 3.b. and provide a witten reconmendati on

adopted by majority vote to the secretary of the departnent

concerni ng each such drug. This paragraph does not apply to

any list of prescription drugs on which the departnent has

begun rul enaking prior to this paragraph becom ng | aw.

d. Wien a prescription drug is added to the |ist of

speci fied drugs, the requirenents of this paragraph shall be

effective as to the prescription drug begi nning 60 days after
83
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the effective date of the rule adding the prescription drug to

the list, except when the departnent files a rule under the
procedure specified in s. 499.0121(6)(e) 3. e.

e. (1) Notwi thstanding chapter 120, if the Attorney
Ceneral or Statew de Prosecutor certifies to the secretary of

the departnent that a prescription drug should be added to the

list of specified drugs by enmergency rule, the departnment nay

proceed to add such drug to the list of specified drugs and

the energency rule shall be effective for a period of one year

fromthe date on which the energency rule is filed, if the

departnment begins the rul emaki ng process to adopt a permanent

rule to place the drug on the list of specified drugs not

| ater than 90 days after the date on which the energency rule

was filed. An energency rule adding a drug to the |ist of

speci fi ed drugs nay not be renewed.

(I'1) A prescription drug may be placed on the list of

speci fi ed drugs through the procedure provided in

sub- subpar agraph (e)3.e. when

(A) The prescription drug satisfies any two of the

criteria specified in sub-subparagraph (e)3.a. or

sub- subparagraph (e)3.b.; or

(B) The prescription drug satisfies any one of the

criteria specified in sub-subparagraph (e)3.a. or

sub- subparagraph (e)3.b. if the prescription drug has not yet

becone avail abl e for whol esale distribution or has been

avai |l abl e for whol esale distribution for not nore than 60

days.
(I'1'l) Notwithstandi ng chapter 120, any energency rul e

that places a prescription drug on the list of specified drugs

may be chal l enged as being an invalid exercise of the

del egated legislative authority only if the departnent |acks
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any substantial conpetent evidence that the prescription drug

satisfied the criteria required pursuant to

sub- sub- subparagraph (1) or sub-sub-subparagraph (11). Not

| ater than seven days after any request by any person, the

departnent shall provide such person with the substanti al

conpetent evidence that justifies the departnment's adoption of

an energency rule placing a prescription drug on the |ist of

speci fi ed drugs.

(1V) The departnent shall notify all prescription drug

whol esal ers and out-of -state-prescription drug whol esal ers by

electronic neans, facsimle, or United States nmail and on the

bureau's website when any energency rule is adopted which

pl aces a prescription drug on the list of specified drugs. Not

| ater than seven days after the departnent adopts an energency

rule placing a prescription drug on the list of specified

drugs, whol esalers shall provide the departnent with the | ot

nunbers and quantities of such prescription drug which the

whol esal er owns or has in transit on the date that the

departnment adopted the energency rule placing the prescription

drug on the list of specified drugs.

(V) The requirenents of subparagraph (e)1l. do not

apply to those | ot nunbers and quantities of a prescription

drug which are included on a report filed pursuant to

sub- sub- subparagraph (e)3.e.(1V), and paragraph (6)(d) shal

apply to those | ot nunbers and quantities of the prescription

drug. In addition to the requirenents of paragraph (6)(d), any

whol esal e distributor selling a prescription drug included on

a report filed pursuant to sub-sub-subparagraph (e)3.e.(1V)

shal | provi de any whol esal er purchasing the prescription drugs

with a statenment under oath that the prescription drugs are

anong those included on a report filed pursuant to
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sub- sub- subparagraph (e)3.e.(1V) and with a copy of the report

filed by the wholesale distributor with the departnment for

t hose prescription drugs.

f. Not less than annually, the council and depart nent

shal | eval uat e whet her each prescription drug included on the

list of specified drugs should remain on the list. In

determ ni ng whether a prescription drug should renain on the

list of specified drugs, the council and departnment nust

consi der:
(1) The availability of generic forns of the drug.

(I'l1) Changes in the price of the drug since the

prescription drug was placed on the list.

(1'1'1) The current status of the drug that caused the

departnent to place the prescription drug on the |list of

speci fi ed drugs.

The council shall provide a witten recomendati on adopted by

majority vote to the secretary of the departnent concerning

each drug that the council recommends be renpved fromthe |i st

of specified drugs.

4. This paragraph does not apply to a nmanufacturer

however, a repackager nmust conply with this paragraph

5. This paragraph expires July 1, 2006.
(f)1. Effective July 1, 2006, each person who is
engaged in the whol esal e distribution of a prescription drug

and who is not the manufacturer of that drug nust, before each

whol esal e distribution of such drug, provide to the person who

receives the drug a pedi gree paper as defined in s.
499. 003(31).
2. A repackager nmust conply with this paragraph
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1 3. The pedigree paper requirenents in this paragraph
2| do not apply to conpressed nedi cal gases or veterinary | egend
3 | drugs.

4 4, Each wholesale distributor of prescription drugs

5] must mamintain separate and distinct fromother required

6| records all statenents that are required under subparagraph 1
7 5. In order to verify conpliance with paragraph (d) 1.
8 | each manufacturer of a prescription drug sold in this state

9 | must nmake avail abl e upon request distribution docunentation
10| related to its sales of prescription drugs, regardl ess of

11 | whether the prescription drug was sold directly by the

12 | manufacturer to a person in Florida.

13 (g) Each wholesale distributor, except for a

14 | manufacturer, shall annually provide the departnment with a

15| witten list of all wholesale distributors and nanufacturers
16 | from whom t he whol esal e distributor purchases prescription

17 | drugs. A whol esal e distributor, except a manufacturer, shal
18 | notify the departnent not later than 10 days after any change
19| to either list. Such portions of the information required
20 | pursuant to this paragraph which are a trade secret, as
21 | defined in s. 812.081, shall be maintai ned by the departnent
22 | as trade secret information is required to be nmi ntai ned under
23| s. 499.051.
24 (7) WRITTEN POLI Cl ES AND PROCEDURES. - - Whol esal e drug
25| distributors nust establish, maintain, and adhere to witten
26 | policies and procedures, which nust be followed for the
27 | recei pt, security, storage, inventory, and distribution of
28 | prescription drugs, including policies and procedures for
29 | identifying, recording, and reporting |losses or thefts, and
30| for correcting all errors and inaccuracies in inventori es.
31
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Whol esal e drug distributors nust 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
enforcenent or other governnent agency, including the
depart nent.

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

(d) A procedure to ensure that any outdated
prescription drugs are segregated from other drugs and either
returned to the manufacturer or repackager or destroyed. This

procedure nust provide for witten docunentation of the
di sposition of outdated prescription drugs. This docunentation
nmust be nmintained for 2 years after disposition of the
out dat ed drugs.
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(8) RESPONSI BLE PERSONS. - - Whol esal e drug distributors
nmust establish and maintain lists of officers, directors,
managers, designated representatives, and other persons in

charge of whol esale drug distribution, storage, and handli ng,
i ncluding a description of their duties and a summary of their
qgual i ficati ons.

(11) SHI PPI NG AND TRANSPORTATI ON. - - The person
responsi ble for shipnent and transportation of a prescription

drug in a wholesale distribution nay use a conmon carrier; its

own vehicle or enployee acting within the scope of enpl oynent

if authorized under s. 499.03 for the possession of

prescription drugs in this state; or, in the case of a

prescription drug intended for donestic distribution, an

i ndependent contractor who nust be the agent of the authorized

seller or recipient responsible for shipping and

transportation as set forth in a witten contract between the

parties. A person selling a prescription drug for export must

obtai n docunentation, such as a validated airway bill, bill of

| adi ng, or other appropriate docunentation that the

prescription drug was exported. A person responsible for

shi pping or transporting prescription drugs is not required to

mai nt ai n docunentation froma commpn carrier that the

desi gnhat ed reci pient received the prescription drugs; however,

t he person nust obtain such docunentation fromthe common

carrier and nake it available to the departnent upon request

of the departnent.

Section 16. Effective January 1, 2004, subsection (12)
is added to section 499.0121, Florida Statutes, to read:

499. 0121 Storage and handling of prescription drugs;

recordkeepi ng. --The departnent shall adopt rules to inplenent
this section as necessary to protect the public health,
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1| safety, and welfare. Such rules shall include, but not be

2| limted to, requirenents for the storage and handling of

3| prescription drugs and for the establishnent and nai nt enance
4| of prescription drug distribution records.

5 (12) DUE DI LI GENCE OF SUPPLI ERS. --Prior to purchasing
6 | any prescription drugs from anot her whol esal e drug

7| distributor, a wholesale drug distributor nust:

8 (a) Enter an agreenent with the selling whol esal e drug
9| distributor by which the selling whol esal e drug di stri butor
10| will indemify the purchasi ng whol esal e drug distributor for
11| any | oss caused to the purchasi ng whol esal e drug distri butor

12 | related to the purchase of drugs fromthe selling whol esal e

13 | drug distributor which are deternined to be counterfeit or to
14 | have been distributed in violation of any federal or state |aw
15| governing the distribution of drugs.

16 (b) Deternmine that the selling whol esal e drug

17 | di stributor has insurance coverage of not |less than the

18 | greater of 1 percent of the anpbunt of total dollar vol une of
19 | the prescription drug sales reported to the departnent

20 | pursuant to s. 499.012(3)(g) or $500,000; however the coverage
21 | need not exceed $2 nillion.

22 (c) OCbtain information fromthe selling whol esal e drug
23 | distributor, including the length of tine the selling

24 | whol esal e drug distributor has been licensed in this state, a
25| copy of the selling wholesale drug distributor's |licenses or
26 | permits, and background i nfornmati on concerning the ownership
27 | of the selling whol esal e drug distributor, including the

28 | experience of the wholesale distributor in the whol esal e

29 | distribution of prescription drugs.

30 (d) Verify that the selling whol esal e drug

31| distributor's Florida pernit is valid.
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(e) Inspect the selling wholesale drug distributor's

|icensed establishnent to docunment that it has a policies and

procedures manual relating to the distribution of drugs, the

appropriate tenperature controlled environnment for drugs

requiring tenperature control, an alarmsystem appropriate

access restrictions, and procedures to ensure that records

related to the whol esal e distribution of prescription drugs

are nmaintained as required by | aw

1. Before purchasing any drug fromthe whol esal e drug

distributor, and at | east once each subsequent year; or

2. Before purchasing any drug fromthe whol esal e drug

di stributor, and each subsequent year obtain a conpl ete copy

of the npst recent inspection report for the establishnent

whi ch was prepared by the departnent or the regul atory

authority responsi ble for wholesale drug distributors in the

state in which the establishnent is |ocated.

Section 17. Section 499.01211, Florida Statutes, is
created to read

499. 01211 Drug Wol esal er Advi sory Council . --

(1) There is created the Drug Wol esal er Advi sory

Council within the departnent. The council shall neet at | east

once each cal endar quarter. Staff for the council shall be

provided by the departnent. The council shall consist of 11

nenbers who shall serve without conpensati on. The counci

shal|l elect a chairperson and a vice chairperson annually.

(2) The secretary of the departnment, or his or her

desi gnee, and the Secretary of Health Care Adninistration, or

her or his designee, shall be nmenbers of the council. The

Secretary of Health shall appoint nine additional nenbers to

the council who shall be appointed to a termof 4 years each

as foll ows:
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(a) Three different persons each of whomis enpl oyed

by a different prescription drug whol esal er |icensed under

this chapter which operates nationally and is a prinmary
whol esal er, as defined in s. 499.012 (1)(d).
(b) One person enpl oyed by a prescription drug

whol esal er licensed under this chapter which is a secondary
whol esal er, as defined in s. 499.012(1)(f).
(c) One person enployed by a retail pharmacy chain

| ocated in this state.

(d) One person who is a nenber of the Board of

Pharmacy and is a pharmaci st |icensed under chapter 465.

(e) One person who is a physician |icensed pursuant to
chapter 458 or 459.
(f) One person who is an enpl oyee of a hospita

|icensed pursuant to chapter 395 and is a pharnmaci st |icensed

pursuant to chapter 465.

(g) One person who is an enpl oyee of a pharnmceutica

nmanuf act urer.
(3) The council shall review ss. 499.001-499. 081 and
the rules adopted to adm nister ss. 499.001-499. 081 annual |y,

provide input to the departnent regarding all proposed rul es

to adm ni ster ss. 499.001-499. 081, nmake written recommendati on

to the secretary of the departnent regarding the listing of

all specified drugs pursuant to s. 499.0121(6)(e), nake

reconmendations to the departnent to i nprove the protection of

the prescription drugs and public health, nmake reconmrendati ons

to inmprove coordination with other states' regul atory agencies

and the federal governnent concerning the whol esal e

di stribution of drugs, and nmake recommendati ons to mnim ze

the i npact of regulation of the wholesale distribution

i ndustry while ensuring protection of the public health.
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Section 18. Effective January 1, 2004, section
499. 013, Florida Statutes, is anended to read:
499. 013 Manufacturers and repackagers of drugs,

devi ces, and cosnetics; definitions, permts, and genera
requi renents. - -
(1) As used in this section, the terns term

"manuf acture" and "repackage" have has the neaning as in

asstgned—to—+t—under s. 499.003. A pharmacy is exenpt from
these definitions this—definition if it is operating in

conpliance with pharnacy practice standards as defined in

chapter 465 and the rul es adopted under that chapter

(2) Any person that engages in the manufacture or
r epackagi ng of drugs, devices, or cosnetics in this state nust
first obtain one of the followi ng pernits and may engage only
in the activity allowed under that permit:

(a) A prescription drug manufacturer's permt is
required for any person that nmanufactures a prescription drug
inthis state. A prescription drug repackager's pernit is

required for any person that repackages a prescription drug in

this state.
1. A person that operates an establishnent permtted
as a prescription drug nmanufacturer or prescription drug

repackager may engage in whol esal e distribution of
prescription drugs manufactured or repackaged at that

establ i shnent and nust conply with all the provisions of ss.
499. 001-499. 081 and the rul es adopted under those sections
that apply to a whol esal e distributor

2. A prescription drug manufacturer permittee or
prescription drug repackager nust conply with all appropriate

state and federal good manufacturing practices.
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(b) An over-the-counter drug manufacturer's permt is
required for any person that engages in the nmanufacture or
r epackagi ng 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 manufacturer'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

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

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

1. A conpressed nedical gas nanufacturer pernittee 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.

(d) A device manufacturer's pernit is required for any
person that engages in the manufacture, repackaging, or

assenbly of nedical devices for human use in this state,
except that a permt is not required if the person is engaged
94
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only in manufacturing, repackagi ng, or assenbling a nedica

device pursuant to a practitioner's order for a specific
patient.
1. A manufacturer or repackager of nedical devices in

this state nust conply with all appropriate state and federa
good manufacturing practices and quality systemrul es.

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

(e) A cosnetic manufacturer's permt is required for
any person that nanufactures or repackages cosnetics in this

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

(3) The departnent may adopt such rules as are
necessary for the protection of the public health, safety, and
wel fare regardi ng good manufacturing practices that
manuf acturers and repackagers nust follow to ensure the safety

of the products.
(4) Each manufacturer or repackager of nedica

devi ces, over-the-counter drugs, or cosnetics nust naintain
records that include the nane and principal address of the
seller or transferor of the product, the address of the
| ocation fromwhich the product was shipped, the date of the
transaction, the nane and quantity of the product involved,
and the nane and princi pal address of the person who purchased
t he product.

Section 19. Subsection (3) of section 499.014, Florida
Statutes, is anended to read:
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1 499.014 Distribution of |egend drugs by hospitals,

2| health care entities, charitabl e organizations, and return or
3| destruction conpanies; pernits, general requirenents.--

4 (3) Storage, and handling, and recordkeepi ng of these
5| distributions rmust conply with the requirenents for whol esal e
6| distributors under s. 499.0121, except those set forth in s.
71 499.0121(6)(d), (e), or (f).

8 Section 20. Section 499.041, Florida Statutes, is

9 | anended to read:

10 499. 041 Schedul e of fees for drug, device, and

11 | cosnetic applications and pernits, product registrations, and
12 | free-sale certificates.--

13 (1) The departnent shall assess applicants requiring a
14 | manufacturing pernmt an annual fee within the ranges

15| established in this section for the specific type of

16 | manuf act urer.

17 (a) The fee for a prescription drug nanufacturer's

18 | pernmit may not be | ess than $500 or nore than$750$660

19 | annual ly.
20 (b) The fee for a device manufacturer's pernit nay not
21 | be l ess than $500 or nore than $600 annual ly.
22 (c) The fee for a cosnetic manufacturer's permt nay
23 | not be less than $250 or nore than $400 annual ly.
24 (d) The fee for an over-the-counter drug
25 | manufacturer's pernit may not be | ess than $300 or nore than
26 | $400 annual ly.
27 (e) The fee for a conpressed nedi cal gas
28 | manufacturer's pernit may not be | ess than $400 or nore than
29 | $500 annual ly.
30 (f) The fee for a prescription drug repackager's
31| pernmit may not be | ess than $500 or nore than $750 annually.
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(9) > A manufacturer may not be required to pay nore
than one fee per establishnent to obtain an additiona
manuf acturing pernit, but each nmanufacturer nust pay the
hi ghest fee applicable to his or her operation in each
est abl i shrent .

(2) The departnent shall assess an applicant that is
required to have a whol esaling pernmit an annual fee within the
ranges established in this section for the specific type of
whol esal i ng.

(a) The fee for a prescription drug wholesaler's
permt may not be |ess than $300 or nore than$800$466
annual | y. +-

(b) The fee for a conpressed nedical gas whol esaler's
pernmit may not be |ess than $200 or nore than $300 annual ly. +

(c) The fee for an out-of-state prescription drug
whol esal er's pernmit may not be | ess than$300$266 or nore
t han$800$366 annual | y. +-

(d) The fee for a nonresident prescription drug

manuf acturer's permt may not be | ess than $300 or nore than

$500 annual ly.

(e)td)y The fee for a retail pharmacy whol esaler's
permit may not be less than $35 or nore than $50 annually.
(f) The fee for a freight forwarder's pernit nmay not

be | ess than $200 or nore than $300 annually.

(3) The departnent shall assess an applicant that is
required to have a retail establishnent permit an annual fee
within the ranges established in this section for the specific
type of retail establishnent.

(a) The fee for a veterinary |legend drug retai
establ i shnent permt may not be |less than $200 or nore than

$300 annual ly. +
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(b) The fee for a nedical oxygen retail establishnent
permit may not be | ess than $200 or nore than $300 annually.

(4) The departnent shall assess an applicant that is
required to have a restricted prescription drug distributor's
pernit an annual fee of not |ess than $200 or nore than $300.

(5) In addition to the fee charged for a permt
required by ss. 499.001-499. 081, begrantng—Jdanvary—1—1993+
t he departnent shall assess applicants an initial application
fee of $150 for each new pernit issued by the departnent which
requires an onsite inspection

(6) A person that is required to register drugs,
devi ces, or cosnetic products under s. 499.015 shall pay an
annual product registration fee of not |less than $5 or nore
than $15 for each separate and distinct product in package
form The registration fee is in addition to the fee charged
for a free-sale certificate.

(7) The departnent shall assess an applicant that
requests a free-sale certificate a fee of $25. A fee of $2
will be charged for each signature copy of a free-sale
certificate that is obtained at the sane tinme the free-sale
certificate is issued.

(8) The departnent shall assess an out-of-state

prescription drug whol esal er applicant or pernmittee an on-site

i nspection fee of not |less than $1,000 or nore than $3, 000

annually, to be based on the actual cost of the inspection if

an on-site inspection is perforned by agents of the

depart nent.
(9) The departnent shall assess each person applying

for certification as a designated representative a fee of

$150, plus the cost of processing the crininal history record

check.
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1 (10) {8y The departnent shall assess other fees as

2| provided in ss. 499.001-499. 081

3 Section 21. Subsection (2) and present subsection (5)
4| of section 499.051, Florida Statutes, are anended, present

5| subsections (4) and (5) of that section are redesignated as

6 | subsections (6) and (7), respectively, and new subsections (4)
7] and (5) are added to that section, to read:

8 499. 051 Inspections and investigations.--

9 (2) In addition to the authority set forth in

10 | subsection (1), the departnment and any duly designated officer
11 | or enployee of the departnent may enter and i nspect any other
12 | establishnent for the purpose of determining conpliance with
13| ss. 499.001-499. 081 and rul es adopted under those sections

14 | regardi ng any drug, device, or cosnetic product. Fhe—atuthority
15 | teo—enter—and—inspect—does—hot—extend—to—thepractice—of—the

23 (4) Any application for a permt nmade pursuant to ss.
24 | 499. 01 and 499.012 and rul es adopted under those sections

25| constitutes permission for agents of the Departnent of Health
26 | and the Departnent of Law Enforcenent, after presenting proper
27 | identification, to inspect, review, and copy any fi nancial

28 | docunent or record related to the manufacture, repackagi ng, or
29 | distribution of a drug as is necessary to verify conpliance
30| with ss. 499.001-499.081 and the rul es adopted by the

31| departnent to adninister those sections, in order to discover,
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i nvestigate, and determ ne the existence of conpliance, or to

elicit, receive, respond to, and resolve conplaints and

vi ol ati ons.
(5) The authority to inspect under this section

includes the authority to access, review, and copy any and al

financial docunents related to the activity of nmanufacturing,

repackagi ng, or distributing prescription drugs.

(7)£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 22. Subsection (4) is added to section
499. 055, Florida Statutes, to read:

499. 055 Reports and dissenination of information by
departnent. - -
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(4) The departnent shall publish on the departnent's

website and update at |east nonthly:

(a) A list of the prescription drug whol esal ers,

out-of-state prescription drug whol esal ers, and retai

phar nacy drug whol esal ers agai nst whom the departnment has

initiated enforcenent action pursuant to ss. 499.001-499. 081

to suspend or revoke a pernit, seek an injunction, or

otherwise file an adninistrative conplaint and the pernit

nunber of each such whol esal er

(b) A list of the prescription drug whol esal ers,

out-of-state prescription drug whol esal ers, and retai

phar nacy drug whol esal ers to which the departnment has issued a

permt, including the date on which each pernmt will expire.

(c) Alist of the prescription drug whol esal ers,

out-of-state prescription drug whol esal ers, and retai

pharmacy drug whol esal ers' permits that have been returned to

t he departnent, were suspended, were revoked, have expired, or

were not renewed in the previous year
Section 23. Section 499.065, Florida Statutes, is
created to read

499. 065 | mmi nent danger. - -
(1) Notwithstanding s. 499.051, the departnent shal
i nspect each prescription drug whol esal e establi shnent,

prescription drug repackager establishnment, and retai

phar nacy drug whol esal er establishnment that is required to be

permtted under this chapter as often as necessary to ensure

conpliance with applicable laws and rul es. The depart nent

shall have the right of entry and access to these facilities

at any reasonable tine.

(2) To protect the public from prescription drugs that

are adulterated or otherwise unfit for hunman consunption, the
101
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departnment may exani ne, sanple, seize, and stop the sale or

use of prescription drugs to determine the condition of those

drugs. The departnent nay i nmedi ately seize and renpve any

prescription drugs if the Secretary of Health or his or her

desi gnhee deternines that such prescription drugs represent a

threat to the public health. The owner of any property seized

under this section may, within 10 days after the seizure,

apply to a court of conpetent jurisdiction for whatever relief

is appropriate. At any tine after 10 days, the departnment nay

destroy the drugs as contraband.

(3) The departnent may deternine that a prescription

drug whol esal e establ i shnent, prescription drug repackager

establi shnent, or retail pharnmacy drug whol esal er

establishnent that is required to be permtted under this

chapter is an i minent danger to the public health and require

its imediate closure if such establishnent fails to conply

with applicable laws and rul es and, because of such failure,

presents an imminent threat to the public's health, safety, or

wel fare. Any establishnment so deened and cl osed shall remain

closed until allowed by the departnent or by judicial order to

r eopen.

For purposes of this section, a refusal to allow entry to the

departnent for inspection at reasonable tines, or a failure or

refusal to provide the departnent with required docunentation

for purposes of inspection, constitutes an i nmmnent danger to
the public health.

Section 24. Subsection (1) of section 499.066, Florida
Statutes, is anended, and subsection (7) is added to that

section, to read
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1 499. 066 Penalties; renedies.--In addition to other

2 | penalties and ot her enforcenent provisions:

3 (1) The departnent may institute such suits or other
4| legal proceedings as are required to enforce any provision of
5] ss. 499.001-499.081. If it appears that a person has viol ated
6 | any provision of ss. 499.001-499.081 for which crimna

7 | prosecution is provided, the departnment nay provide the

8 | appropriate state attorney or other prosecuting agency havi ng
9]jurisdiction with respect to such prosecution with the

10| relevant information in the departnent's possessi on. Wien—the
11 | departrent—beHeves—that—any person—has—viotated—ss—

12 | 499-0061+499-081tor—any rutes—adoptedpursuant—to—thoese

13 . . . ek I I

14 | desist—fromsueh—violation—

15 (7) Resignation or ternmnation of an affiliated party
16 | does not affect the departnment's jurisdiction or discretion to
17 | proceed with action to suspend or revoke a pernit or to inpose
18 | other penalties or enforcement actions authorized by | aw.

19 Section 25. Section 499.0661, Florida Statutes, is

20| created to read:

21 499. 0661 Cease and desist orders; renmpval of certain
22 | persons. - -

23 (1) DEFINITION. --As used in this section, the term

24 "permittee" nmeans any person holding a pernit issued pursuant
25| to s. 499.012.

26 (2) CEASE AND DESI ST ORDERS. - -

27 (a) In addition to any authority otherwi se provided in
28 | this chapter, the departnent nmay issue and serve a conpl ai nt
29 | stating charges upon any permttee or upon any affiliated

30 | party, whenever the departnent has reasonabl e cause to believe
31
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that the person or individual naned therein is engaging in or

has engaged in conduct that is:

1. An act that denonstrates a | ack of fitness or

trustworthiness to engage in the business authorized under the

permt issued pursuant to ss. 499.001-499.081, is hazardous to

the public health, or constitutes business operations that are

a detrinent to the public health;

2. Aviolation of any provision of ss.
499. 001-499. 081;
3. Aviolation of any rule of the departnent;

4, A violation of any order of the departnent; or

5. A breach of any witten agreenent with the

depart nent.
(b) The conplaint nust contain a statenent of facts

and notice of opportunity for a hearing pursuant to ss.
120. 569 and 120.57.
(c) |If a hearing is not requested within the tine
all oned by ss. 120.569 and 120.57, or if a hearing is held and
the departnent finds that any of the charges are proven, the

departnment may enter an order directing the pernittee or the

affiliated party naned in the conplaint to cease and desi st

fromengaging in the conduct conplained of and take corrective

action to renedy the effects of past inproper conduct and

assure future conpliance

(d) A contested or default cease and desist order is

ef fective when reduced to witing and served upon the

permittee or affiliated party naned therein. An uncontested

cease and desist order is effective as agreed.

(e) \Whenever the departnment finds that conduct

described in paragraph (a) is likely to cause an i mmedi ate

threat to the public health, it nay issue an energency cease
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1| and desist order requiring the pernittee or any affiliated

2| party to imedi ately cease and desist fromengaging in the

3 | conduct conplained of and to take corrective and renedi al

4 | action. The energency order is effective i mediately upon

5| service of a copy of the order upon the pernittee or

6| affiliated party naned therein and remains effective for 90

7| days. |f the departnent begi ns nonenergency cease and desi st

8 | proceedi ngs under this subsection, the energency order renmins
9| effective until the conclusion of the proceedi ngs under ss.

10 | 120.569 and 120.57.

11 (3) REMOVAL OF AFFI LI ATED PARTI ES BY THE DEPARTMENT. - -
12 (a) The departnent may i ssue and serve a conpl ai nt

13 | stating charges upon any affiliated party and upon the

14 | pernmittee invol ved whenever the departnent has reason to

15| believe that an affiliated party is engaging in or has engaged
16 | in conduct that constitutes:

17 1. An act that denonstrates a lack of fitness or

18 | trustworthiness to engage in the business authorized under the
19 | pernmit issued pursuant to ss. 499.001-499.081, is hazardous to
20| the public health, or constitutes business operations that are
21| a detrinent to the public health;

22 2. Awllful violation of ss. 499.001-499. 081

23 | however, if the violation constitutes a nm sdeneanor, a

24 | conplaint may not be served as provided in this section unti
25| the affiliated party is notified in witing of the matter of
26 | the violation and has been afforded a reasonabl e period of

27 | tinme, as set forth in the notice, to correct the violation and
28| has failed to do so;

29 3. Aviolation of any other law involving fraud or

30| noral turpitude which constitutes a felony;

31 4, A wllful violation of any rule of the departnent;
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5. A willful violation of any order of the departnent;

6. A material misrepresentation of fact, made

knowingly and willfully or nade with reckl ess disregard for

the truth of the matter.

(b) The conplaint nust contain a statenent of facts

and notice of opportunity for a hearing pursuant to ss.
120. 569 and 120.57.

(c) If a hearing is not requested within the tine
allotted by ss. 120.569 and 120.57, or if a hearing is held
and the departnent finds that any of the charges in the

conpl aint are proven true, the departnent nmay enter an order

renoving the affiliated party or restricting or prohibiting

participation by the person in the affairs of that pernittee

or of any other pernmittee.

(d) A contested or default order of renoval,

restriction, or prohibition is effective when reduced to

writing and served on the permittee and the affiliated party.

An uncontested order of renpval, restriction, or prohibition

is effective as agreed.

(e)1. The chief executive officer, designated

representative, or the person holding the equival ent office,

of a pernmittee shall pronptly notify the departnent if she or

he has actual know edge that any affiliated party is charged

with a felony in a state or federal court.

2. \Wienever any affiliated party is charged with a

felony in a state or federal court or with the equivalent of a

felony in the courts of any foreign country with which the

United States maintains diplomatic relations, and the charge

al l eges violation of any |law involving prescription drugs,

pharmaceuticals, fraud, theft, or noral turpitude, the
106

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




© 00 N o O W DN P

W WNNNNMNNMNNNMNNNNRRRERRPRPEPR R PR R
P O © 0 N O U0~ WNIERPLO O ®~NO®Uu D WNPRER O

Florida Senate - 2003 CS for CS for SB 2312
309-2438-03

departnment may enter an energency order suspending the

affiliated party or restricting or prohibiting participation

by the affiliated party in the affairs of the particul ar

permttee or of any other pernittee upon service of the order

upon the pernittee and the affiliated party charged. The order

nmust contain notice of opportunity for a hearing pursuant to
ss. 120.569 and 120.57, where the affiliated party nmay request
a postsuspension hearing to show that continued service to or

participation in the affairs of the pernmittee does not pose a

threat to the public health or the interests of the pernittee

and does not threaten to inpair public confidence in the

permttee. I n accordance with applicabl e departnmental rules,

the departnent shall notify the affiliated party whether the

order suspending or prohibiting the person from participation

in the affairs of a pernmttee will be rescinded or otherw se

nodi fi ed. The energency order renmains in effect, unless

ot herwi se nodified by the departnent, until the crimna

charge is disposed of. The acquittal of the person charged, or

the final, unappeal ed dismssal of all charges against the

person, dissolves the energency order, but does not prohibit

the departnment frominstituting proceedi ngs under paragraph

(a). If the person charged is convicted or pleads guilty or

nol o contendere, whether or not an adjudication of qguilt is

entered by the court, the energency order shall becone final

(f) Any affiliated party renoved pursuant to this

section is not eligible for reenpl oyment by the permttee or

to be an affiliated party of any pernittee except upon the

written consent of the departnent. Any affiliated party who is

renoved, restricted, or prohibited fromparticipating in the

affairs of a pernittee pursuant to this section nmay petition
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the departnent for nodification or ternmination of the renoval,

restriction, or prohibition.
Section 26. Effective January 1, 2004, subsection (1)
of section 499.067, Florida Statutes, is anended, and

subsections (6) and (7) are added to that section, to read:
499. 067 Denial, suspension, or revocation of permt,
certification,or registration.--

(1) (a) The departnent nmay deny, suspend, or revoke a
permit if it finds that there has been a substantial failure
to conply with ss. 499.001-499. 081 or chapter 465, chapter
501, or chapter 893, the rules adopted under any of those
sections or chapters, any final order of the departnent, or
applicabl e federal laws or regul ations or other state |aws or
rul es governing drugs, devices, or cosnetics.

(b) The departnent may deny an application for a
permt or certification, or suspend or revoke a permt or
certification,if the departnment finds +t—+s—shoewn that:

1. The applicant is not of good noral character or

that it would be a danger or not in the best interest of the
public health, safety, and welfare if the applicant were
i ssued a pernmit or certification

2. The applicant has not net the requirenents for the

permt or certification

3. The applicant is not eligible for a permt or

certification for any of the reasons enunerated in s. 499.01
or s. 499.012(5).
4. The applicant, pernittee, or person certified under

s. 499.012(11) denonstrates any of the conditions enunerated
ins. 499.01 or s. 499.012(5).
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5. The applicant, pernittee, or person certified under

s. 499.012(11) has committed any viol ation of ss.
499. 005- 499. 0054.
(6) The departnent shall deny, suspend, or revoke the

permt of any person or establishnent if the assignment, sale,

transfer, or |ease of an establishnent permtted under ss.

499. 001-499.081 will avoid an adninistrative penalty, civil

action, or crimnal prosecution.
(7) Notwithstanding s. 120.60(5), if a permittee fails
to conply with s. 499.01(7), the departnent may revoke the

permit of the pernittee and shall provide notice of the

i nt ended agency action by posting a notice at the departnent's

headquarters and by mailing a copy of the notice of intended

agency action by certified mail to the nbst recent mailing

address on record with the departnent and, if the pernmittee is

not a natural person, to the pernittee's registered agent on

file with the Departnent of State.
Section 27. Section 499.069, Florida Statutes, is
anended to read:

499.069 Crinminal punishnment for violations of s.
499. 005 related to devices and cosnetics; dissem nation of

fal se advertisenent. --
(1) Any person who violates any of the provisions of
s. 499.005 with respect to a device or cosnmetic commits +s

guit+ty—oef a m sdeneanor of the second degree, punishable as
provided in s. 775.082 or s. 775.083; but, if the violation is
commtted after a conviction of such person under this section
has becone final, such person is guilty of a m sdeneanor of
the first degree, punishable as provided in s. 775.082 or s.
775.083 or as otherwi se provided in ss. 499.001-499. 081

except that any person who viol ates subsection (8), or
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subsecti on (10) —stbsectton—{I4)——subsection{(15-—06+

subseetion—{(I7Aof s. 499.005 with respect to a device or
cosnetic comits +s—guttty—oef a felony of the third degree,

puni shable as provided in s. 775.082, s. 775.083, or s.
775.084, or as otherwi se provided in ss. 499.001-499. 081

(2)3) A publisher, radio broadcast |icensee, or

agency or nmediumfor the dissem nation of an advertisenent,
except the manufacturer, whol esaler, or seller of the article
to which a false advertisenent relates, is not |iable under
this section by reason of the dissenmination by himor her of
such fal se adverti senent, unless he or she has refused, on the
request of the departnment, to furnish to the departnent the
nane and post office address of the manufacturer, whol esal er
seller, or advertising agency that asked himor her to
di sseni nate such adverti senent.

Section 28. Section 499.0691, Florida Statutes, is
created to read

499.0691 Crimnal punishrment for violations related to

drugs; dissenination of fal se adverti senent. --

(1) Any person who violates any of the foll ow ng

provi sions commits a ni sdeneanor of the second degr ee,
puni shable as provided in s. 775.082 or s. 775.083; but, if
110
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the violation is commtted after a conviction of such person

under this section has becone final, such person comits a

m sdeneanor of the first degree, punishable as provided in s.

775.082 or s. 775.083, or as otherw se provided in ss.
499. 001-499. 081:
(a) The manufacture, repackaging, sale, delivery, or

hol ding or offering for sale of any drug that is adulterated

or m sbranded or has ot herw se been rendered unfit for hunman

or ani mal use.

(b) The adulteration or msbrandi ng of any drug

i ntended for further distribution

(c) The receipt of any drug that is adulterated or

m sbranded, and the delivery or proffered delivery of such

drug, for pay or otherw se.

(d) The dissenination of any fal se or nisleading

adverti senent of a drug.

(e) 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
it is not or that the drug conplies with ss. 499, 001-499. 081
when it does not.

(f) The purchase or receipt of a conpressed nedical

gas froma person that is not authorized under this chapter to

di stribute conpressed nedi cal gases.

(g) Charging a dispensing fee for dispensing,

adm nistering, or distributing a prescription drug sanpl e.

(h) The failure to maintain records related to a drug
as required by ss. 499.001-499. 081 and rul es adopted under
t hose sections, except for pedigree papers, invoices, or

shi ppi ng docunents related to | egend drugs.
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(i) The possession of any drug in violation of ss.
499. 001-499. 081, except if the violation relates to a
deficiency in pedigree papers.

(2) Any person who violates any of the foll ow ng

provisions commits a felony of the third degree, punishable as
provided ins. 775.082, s. 775.083, or s. 775.084, or as
ot herwi se provided in ss. 499. 001-499. 081

(a) The refusal or constructive refusal to all ow

1. The departnent to enter or inspect an establishnment

in which drugs are nmanufactured, processed, repackaged, sold,

br okered, or hel d;

2. Inspection of any record of that establishnent;

3. The departnent to enter and inspect any vehicle

that is being used to transport drugs; or

4. The departnent to take sanples of any drug.

(b) 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.
(c) Providing the departnent with fal se or fraudul ent

records, or nmking false or fraudulent statenents, regarding

any matter within the provisions of this chapter related to a

dr ug.
(d) The failure to receive, nmintain, or provide

i nvoi ces and shi ppi ng docunents, other than pedi gree papers,

if applicable, related to the distribution of a | egend drug.

(e) The inportation of a |egend drug for whol esal e

di stribution, except as provided by s. 801(d) of the Federa
Food, Drug, and Cosnetic Act.
(f) The whol esale distribution of any prescription

drug that was:
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1. Purchased by a public or private hospital or other

health care entity; or

2. Donated or supplied at a reduced price to a

charitabl e organi zati on.

(g) The failure to obtain a pernit as a prescription

drug whol esal er when a pernit is required by ss.
499. 001-499. 081 for that activity.
(h) Knowi ngly possessing any adul terated or m sbranded

| egend drug outside of a designated quarantine area.

(i) The purchase or sale of prescription drugs for

whol esal e distribution in exchange for currency, as defined in
s. 560.103(6).
(3) Any person who violates any of the foll ow ng

provisions commits a felony of the second degree, punishable
as provided in s. 775.082, s. 775.083, or s. 775.084, or as
ot herwi se provided in ss. 499, 001-499. 081

(a) Knowi ngly manufacturing, repackagi ng, selling,

delivering, or holding or offering for sale any drug that is

adul terated or nmi sbranded or has ot herw se been rendered unfit

for human or ani mal use.

(b) Knowingly adulterating a drug that is intended for

further distribution.

(c) Knowingly receiving a drug that is adulterated and

delivering or proffering delivery of such drug for pay or

ot herw se.
(d) Committing any act that causes a drug to be a

counterfeit drug, or selling, dispensing, or know ngly hol ding

for sale a counterfeit drug.

(e) Forging, counterfeiting, sinmulating, or falsely

representing any drug, or, without the authority of the

manuf acturer, using any mark, stanp, tag, |abel, or other
113
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identification device authorized or required by rul es adopted
under ss. 499.001-499. 081
(f) Knowingly obtaining or attenpting to obtain a

prescription drug for whol esale distribution by fraud, deceit,

m srepresentation, or subterfuge, or engaging in

m srepresentation or fraud in the distribution of a drug.

(g) Renoving a pharmacy's di spensing |abel froma

di spensed prescription drug with the intent to further

distribute the prescription drug.

(h) Knowingly distributing a prescription drug that

was previously dispensed by a |licensed pharmacy, unless such

di stribution was authorized in chapter 465 or the rul es

adopt ed under chapter 465.

(4) A publisher, radio broadcast |icensee, or agency

or nedium for the dissenination of an advertisenent, except

t he manufacturer, repackager, wholesaler, or seller of the

article to which a fal se advertisenent relates, is not |iable

under this section by reason of the di ssem nation by himor

her of such fal se adverti senent, unless he or she has refused,

on the request of the departnent, to furnish to the departnent

the nane and post office address of the nmanufacturer

repackager, whol esaler, seller, or advertising agency that

asked himor her to dissem nate such adverti senent.
Section 29. Paragraphs (d), (f), (h), (i), and (j) of
subsection (3) of section 921.0022, Florida Statutes, are

amended to read:

921.0022 Crimnal Punishnment Code; offense severity
ranki ng chart. --

(3) OFFENSE SEVERI TY RANKI NG CHART
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1| Florida Fel ony

2| Statute Degr ee Descri ption

3

4

5 (d) LEVEL 4

6 | 316.1935(3) 2nd Driving at high speed or with

7 want on di sregard for safety while
8 fleeing or attenpting to el ude
9 | aw enforcenent officer who is in
10 a marked patrol vehicle with

11 siren and |lights activated.

12 ] 499. 0051(1) 3rd Failure to maintain or deliver
13 pedi gree papers.

14 ] 499. 0051( 2) 3rd Failure to authenticate pedigree
15 papers.

16 | 499. 0051(6) 2nd Sal e or delivery, or possession
17 with intent to sell, contraband
18 | egend drugs.

19| 784.07(2) (b) 3rd Battery of | aw enforcenent

20 officer, firefighter, intake

21 officer, etc.

22| 784.074(1) (c) 3rd Battery of sexually violent

23 predators facility staff.

24 | 784.075 3rd Battery on detention or

25 commtnent facility staff.

26 | 784.078 3rd Battery of facility enpl oyee by
27 t hrowi ng, tossing, or expelling
28 certain fluids or materials.

29| 784.08(2)(c) 3rd Battery on a person 65 years of
30 age or ol der.

31
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1| 784.081(3) 3rd Battery on specified official or
2 enpl oyee.

3| 784.082(3) 3rd Battery by detai ned person on

4 visitor or other detainee.

51| 784.083(3) 3rd Battery on code inspector

6| 784. 085 3rd Battery of child by throw ng,

7 tossing, projecting, or expelling
8 certain fluids or materials.

9] 787.03(1) 3rd Interference with custody;

10 wrongly takes child from

11 appoi nt ed guardi an

12 | 787.04(2) 3rd Take, entice, or renove child
13 beyond state linmits with crimna
14 i ntent pendi ng cust ody

15 pr oceedi ngs.

16 | 787.04(3) 3rd Carrying child beyond state |ines
17 with crimnal intent to avoid
18 produci ng child at custody

19 hearing or delivering to

20 desi ghat ed person

21| 790. 115(1) 3rd Exhi biting firearm or weapon

22 within 1,000 feet of a school

23| 790. 115(2) (b) 3rd Possessing el ectric weapon or

24 devi ce, destructive device, or
25 ot her weapon on school property.
26 | 790. 115(2) (c) 3rd Possessing firearm on schoo

27 property.

28 | 800.04(7)(d) 3rd Lewd or | ascivious exhibition
29 of fender | ess than 18 years.

30

31
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1| 810.02(4) (a)
2

3

4| 810.02(4) (b)
5

6

7 | 810. 06

8 | 810.08(2) (c)
9

10 | 812. 014(2) (¢) 3.
11

12 | 812. 014

13| (2)(c)4.-10.
14

15

16 | 812. 0195(2)
17

18

19 | 817.563(1)

20

21

22

23 | 817.568(2) (a)
24

25 | 817.625(2) (a)
26

27 | 828. 125(1)

28

29

30

31 | 837.02(1)

3rd

3rd

3rd

3rd

3rd

3rd

3rd

3rd

3rd

3rd

2nd

3rd

CS for CS for SB 2312

Burglary, or attenpted burglary,
of an unoccupi ed structure;
unarned; no assault or battery.
Burglary, or attenpted burglary,
of an unoccupi ed conveyance;
unarned; no assault or battery.
Bur gl ary; possession of tools.
Trespass on property, arnmed with
firearm or dangerous weapon.

G and theft, 3rd degree $10, 000
or nore but |ess than $20, 000.

Grand theft, 3rd degree, a wll,

firearm notor vehicle,

| i vest ock, etec.

Dealing in stolen property by use

of the Internet; property stolen

$300 or nore.

Sell or deliver substance other

than control |l ed substance agreed
upon, excluding s. 893.03(5)

dr ugs.

Fraudul ent use of persona
identification information
Fraudul ent use of scanni ng device

or reencoder.

Kill, maim or cause great bodily
harm or permanent breeding

disability to any registered
horse or cattle.

Perjury in official proceedings.
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3rd

3rd

2nd

3rd
3rd

3rd
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1] 837.021(1)
2
3| 839.13(2)(a)
4
5
6| 839.13(2)(c)
7
8
9| 843.021
10
11
12 | 843. 025
13
14
15
16 | 843.15(1) (a)
17
18
19 | 874.05(1)
20
21] 893.13(2)(a)1
22
23
24
25| 914. 14(2)
26 | 914.22(1)
27
28 | 914.23(2)
29
30
31| 918.12

3rd

CS for CS for SB 2312

Make contradictory statenents in
of ficial proceedings.

Fal si fying records of an
i ndividual in the care and
custody of a state agency.

Fal si fying records of the
Departnent of Children and Family
Servi ces.

Possessi on of a conceal ed
handcuff key by a person in
cust ody.

Deprive | aw enforcenent,
correctional, or correctiona
probation officer of neans of
protection or conmmunication.

Fai lure to appear while on bai
for felony (bond estreature or
bond j unpi ng).

Encour agi ng or recruiting another
to join a crimnal street gang.
Pur chase of cocaine (or other s.
893.03(1)(a), (b), or (d),
(2)(a), (2)(b), or (2)(c)4.
drugs).
W t nesses accepting bribes.
Force, threaten, etc., wtness,
victim or informant.
Retal i ati on agai nst a w tness,
victim or informant, no bodily
injury.
Tanmpering with jurors.
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316.

316.

775.

775.

784.

784.

784.
784.

784.

784.

i
2438-03

934. 215

027(1) (b)

193(2) (b)

. 0051( 3)
. 0051( 4)

. 0051( 5)

0875( 1)

21( 10)

021(1) (a)

021( 1) (b)

041
048( 3)

048( 5)

07(2) (c)

3rd

2nd

3rd

2nd
2nd

2nd

3rd

3rd

3rd

3rd

3rd
3rd

3rd

2nd

CS for CS for SB 2312

Use of two-way conmmuni cations
device to facilitate comm ssion
of a crine.

(f) LEVEL 6

Acci dent involving death, failure
to stop; |eaving scene.

Fel ony DU, 4th or subsequent

convi cti on.
Forgery of pedi gree papers.

Pur chase or recei pt of |egend

drug from unaut hori zed person

Sal e of legend drug to

unaut hori zed person.

Taking firearmfrom | aw
enforcenent officer
failure to

Sexual predators;

register; failure to renew
driver's |icense or
identification card.

Aggravat ed assault; deadly weapon

without intent to kill.
Aggravated assault; intent to
commt felony.

Fel ony battery.

Aggravat ed stal king; credible

t hr eat .

Aggr avat ed stal ki ng of person
under 16.

Aggravat ed assault on | aw
enforcenent officer
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784.

784.

784.

784.

787.

790.

i
2438-03

784. 074( 1) (b)

08(2) (b)

081(2)

082(2)

083(2)

02(2)

115(2) (d)

. 161(2)

790.

790.

794.

164( 1)

19

011(8) (a)

2nd

2nd

2nd

2nd

2nd

3rd

2nd

2nd

2nd

2nd

3rd

CS for CS for SB 2312

Aggr avat ed assault on sexually
violent predators facility staff.
Aggravat ed assault on a person 65
years of age or ol der.

Aggravat ed assault on specified
of ficial or enployee.

Aggr avat ed assault by detai ned
person on visitor or other
det ai nee.

Aggr avat ed assault on code

i nspector.

Fal se inprisonnment; restraining
Wi th purpose other than those in
s. 787.01.

Di scharging firearmor weapon on
school property.

Make, possess, or throw
destructive device with intent to
do bodily harm or danage
property.

Fal se report of deadly expl osive,
weapon of mass destruction, or
act of arson or violence to state
property.

Shooting or throw ng deadly
mssiles into dwellings, vessels,
or vehicl es.

Solicitation of minor to
participate in sexual activity by
custodi al adult.
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1| 794.05(1) 2nd Unl awf ul sexual activity with

2 speci fied mnor.

3| 800. 04(5) (d) 3rd Lewd or | ascivious nol estation
4 victim 12 years of age or ol der
5 but | ess than 16 years; offender
6 | ess than 18 years.

7 | 800. 04(6) (b) 2nd Lewd or | ascivious conduct;

8 of fender 18 years of age or

9 ol der.

10| 806.031(2) 2nd Arson resulting in great bodily
11 harmto firefighter or any other
12 per son.

13 ] 810.02(3)(c) 2nd Burgl ary of occupied structure;
14 unarned; no assault or battery.
15| 812.014(2)(b) 1. 2nd Property stolen $20,000 or nore
16 but | ess than $100, 000, grand
17 theft in 2nd degree.

18 | 812.014(2) (b) 2. 2nd Property stol en; cargo val ued at
19 | ess than $50, 000, grand theft in
20 2nd degree.

21| 812.015(9) 2nd Retail theft; property stolen
22 $300 or nore; second or

23 subsequent conviction

24| 812.13(2)(c) 2nd Robbery, no firearm or other

25 weapon (strong-armrobbery).

26 | 817.034(4)(a)1. 1st Conmmuni cati ons fraud, val ue

27 greater than $50, 000.

28 | 817.4821(5) 2nd Possess cl oni ng paraphernalia
29 with intent to create cloned

30 cellul ar tel ephones.

31
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1| 825.102(1) 3rd Abuse of an elderly person or

2 di sabl ed adul t.

3] 825.102(3)(c) 3rd Negl ect of an elderly person or
4 di sabl ed adul t.

5] 825.1025(3) 3rd Lewd or | ascivious nol estation of
6 an elderly person or disabled

7 adul t .

8] 825.103(2)(c) 3rd Expl oiting an elderly person or
9 di sabl ed adult and property is
10 val ued at |ess than $20, 000.

11 ] 827.03(1) 3rd Abuse of a child

12 ] 827.03(3)(c) 3rd Negl ect of a child

13 ] 827.071(2) &(3) 2nd Use or induce a child in a sexua
14 perfornmance, or pronote or direct
15 such performance.

16 | 836. 05 2nd Threats; extortion

17 | 836. 10 2nd Witten threats to kill or do

18 bodily injury.

19| 843.12 3rd Ai ds or assists person to escape
20 | 847.0135(3) 3rd Solicitation of a child, via a
21 conputer service, to comit an
22 unl awf ul sex act.
23| 914. 23 2nd Retal i ati on agai nst a w tness,
24 victim or informant, with bodily
25 injury.
26 | 943.0435(9) 3rd Sex offenders; failure to conply
27 with reporting requirenents.
28
29
30
31
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944. 35(3) (a) 2.

944. 40
944. 46

944. 47(1) (a) 5.

951. 22( 1)

316. 193
(3)(c)3. a.
327.35(3)(c)3.

499. 0051(7)

499. 0052

560. 123(8) (b) 2.

3rd

2nd
3rd

2nd

3rd

2nd
2nd
1st

1st

2nd

CS for CS for SB 2312

Committing malicious battery upon
or inflicting cruel or inhunman
treatment on an inmate or

of fender on conmmunity
supervision, resulting in great
bodi |y harm

Escapes.

Har bori ng, concealing, aiding
escaped pri soners.

I ntroduction of contraband
(firearm weapon, or explosive)
into correctional facility.

I ntoxicating drug, firearm or
weapon i ntroduced into county
facility.

(h) LEVEL 8

DU nmansl aught er.
Vessel BU mansl aught er
Forgery of prescription or |egend

drug | abel s.

Trafficking in contraband | egend

dr ugs.

Failure to report currency or
payment instrunents totaling or
exceedi ng $20, 000, but less than
$100, 000 by noney transmitter.
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655. 50( 10) ( b) 2.

2nd

2nd

1st

2nd

1st

1st

1st

CS for CS for SB 2312

Money transmitter business by
unaut hori zed person, currency or
payment instrunents totaling or
exceedi ng $20, 000, but less than
$100, 000.

Failure to report financial
transactions totaling or
exceedi ng $20, 000, but less than
$100, 000 by fi nanci al
institutions.

Accessory after the fact, capita
fel ony.

Killing of human wi t hout design
when engaged in act or attenpt of
any felony other than arson,
sexual battery, robbery,

burgl ary, kidnapping, aircraft
piracy, or unlawfully discharging
bonb.

Attenpted felony nurder while
perpetrating or attenpting to
perpetrate a fel ony not
enunerated in s. 782.04(3).
Committing vehicul ar honicide and
failing to render aid or give

i nformati on.

Committing vessel honicide and
failing to render aid or give

i nformati on.

124

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




1st

2nd

2nd
1st

1st, PBL
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1st

1st
1st
2nd

2nd

1st

2nd
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1] 790.161(3)
2
3
4| 794.011(5)
5
6
7
8 | 800. 04(4)
9| 806.01(1)
10
11
12 | 810.02(2) (a)
13 | 810.02(2)(b)
14
15| 810.02(2)(c)
16
17
18
19 | 812.13(2)(b)
20 | 812. 135(2)
21| 825.102(2)
22
23| 825.1025(2)
24
25
26 | 825.103(2)(a)
27
28
29 | 837.02(2)
30
31

CS for CS for SB 2312

Di scharging a destructive device
which results in bodily harm or
property danmage
Sexual battery, victim12 years
or over, offender does not use
physical force likely to cause
serious injury.

Lewd or |ascivious battery.

Mal i ci ously damage dwel | ing or
structure by fire or expl osive,
bel i eving person in structure.
Burglary with assault or battery.
Burglary; armed with expl osives
or dangerous weapon.

Burglary of a dwelling or
structure causing structural
danage or $1,000 or nore property
danmage.

Robbery with a weapon.
Honme- i nvasi on robbery.
Aggr avat ed abuse of an elderly
person or disabled adult.

Lewd or | ascivious battery upon
an elderly person or disabled
adul t .

Expl oiting an elderly person or
di sabl ed adult and property is
val ued at $100, 000 or nore.
Perjury in official proceedings
relating to prosecution of a
capital felony.
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1] 837.021(2)
2
3
4
5| 860.121(2) (c)
6
7
8
9| 860. 16
10 | 893.13(1)(b)
11
12
13| 893.13(2)(b)
14
15
16 | 893.13(6)(c)
17
18
19 | 893.135(1)(a) 2.
20
21
22| 893. 135
23 (1) (b) 1. b.
24
25| 893. 135
26 (1) (c) 1. b.
27
28
29
30
31

CS for CS for SB 2312

Maki ng contradi ctory statenents
in official proceedings relating
to prosecution of a capita

fel ony.

Shooting at or throw ng any
object in path of railroad
vehicle resulting in great bodily
har m

Aircraft piracy.

Sell or deliver in excess of 10
grans of any substance specified
ins. 893.03(1)(a) or (b).
Purchase in excess of 10 grans of
any substance specified in s.
893.03(1)(a) or (h).

Possess in excess of 10 grans of
any substance specified in s.
893.03(1)(a) or (h).

Trafficking in cannabis, nore
than 2,000 I bs., less than 10, 000
| bs.

Trafficking in cocaine, nore than
200 grans, |less than 400 grans.

Trafficking in illegal drugs,

nore than 14 grans, |ess than 28
grans.
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893. 135
(1) (d) 1.

893. 135
(1) (e) 1.

893. 135
(1) (f)1.

893. 135
(1) (9) 1.

893. 135
(1) (h) 1.

893. 135
(1) ()1

893. 135
(1) (k) 2.

CODING:Wor ds

1st

1st

1st

1st

1st

1st

1st

CS for CS for SB 2312

Trafficking in phencyclidine,
nore than 200 grans, |ess than
400 grans.

Trafficking in nethaqual one, nore
than 5 kil ograns, |ess than 25
ki | ograns.

Trafficking in anphetam ne, nore
than 28 grans, |ess than 200
grans.

Trafficking in flunitrazepam 14
grans or nore, |less than 28
grans.

Trafficking in
gama- hydr oxybutyric acid (GHB)

5 kil ograns or nore, less than 10
ki | ograns.

Trafficking in 1,4-Butanediol, 5
kil ogranms or nore, |less than 10
ki | ograns.

Trafficking in Phenethyl am nes,

200 grans or nore, |less than 400
grans.
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1| 895.03(1) 1st Use or invest proceeds derived
2 frompattern of racketeering
3 activity.
4] 895.03(2) 1st Acquire or mmintain through
5 racketeering activity any
6 interest in or control of any
7 enterprise or real property.
8 | 895.03(3) 1st Conduct or participate in any
9 enterprise through pattern of
10 racketeering activity.
11 ] 896.101(5) (b) 2nd Money | aundering, financi al
12 transactions totaling or
13 exceedi ng $20, 000, but less than
14 $100, 000.
15| 896.104(4) (a) 2. 2nd Structuring transactions to evade
16 reporting or registration
17 requi renents, financial
18 transactions totaling or
19 exceedi ng $20, 000 but | ess than
20 $100, 000.
21 (i) LEVEL 9
22 | 316. 193
23 (3)(c)3.b. 1st DU nmansl aughter; failing to
24 render aid or give information
25| 327.35(3)(c) 3. b. 1st BU nmansl aughter; failing to
26 render aid or give information
27 | 499. 0053 1st Sal e or purchase of contraband
28 | egend drugs resulting in great
29 bodi |y harm
30
31
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560.

655.

775.
782.

782.

782.

782.

787.

787.

i
2438-03

560. 123(8) (b) 3.

125(5) (c)

50( 10) (b) 3.

0844
04(1)

04( 3)

051( 1)

07(2)

01(1)(a) 1.

01(1) (a) 2.

1st

1st

1st

1st
1st

1st, PBL

1st

1st

1st, PBL

1st, PBL

CS for CS for SB 2312

Failure to report currency or
payment instrunents totaling or
exceedi ng $100, 000 by noney
transmtter.
Money transmitter business by
unaut hori zed person, currency, or
payment instrunents totaling or
exceedi ng $100, 000.
Failure to report financial
transactions totaling or
exceedi ng $100, 000 by fi nanci al
institution.
Aggravated white collar crine.
Attenpt, conspire, or solicit to
commt preneditated nurder.
Acconplice to nmurder in
connection with arson, sexua
battery, robbery, burglary, and
ot her specified fel onies.
Attenpted felony nurder while
perpetrating or attenpting to
perpetrate a felony enunerated in
Ss. 782.04(3).
Aggr avat ed mansl aughter of an
el derly person or disabled adult.
Ki dnappi ng; hold for ransom or
reward or as a shield or hostage.
Ki dnapping with intent to commt
or facilitate conmi ssion of any
fel ony.
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787.

790.

790.

794.

794.

794.

794.

800.

i
2438-03

787.01(1) (a) 4.

02(3) (a)

161

166( 2)

011(2)

011(2)

011( 4)

011(8) (b)

04(5) (b)

1st, PBL

1st

1st

1st, PBL

1st

Life

1st

1st

1st

CS for CS for SB 2312

Ki dnapping with intent to
interfere with performance of any
governnental or politica
function.

Fal se inprisonment; child under
age 13; perpetrator also commits
aggravated child abuse, sexua
battery, or lewd or |ascivious
battery, nolestation, conduct, or
exhi bition.

Attenpted capital destructive
devi ce of fense.

Possessi ng, selling, using, or
attenpting to use a weapon of
mass destruction.

Attenpted sexual battery; victim
| ess than 12 years of age.

Sexual battery; offender younger
than 18 years and conmits sexua
battery on a person |ess than 12
years.

Sexual battery; victim12 years
or older, certain circunstances.
Sexual battery; engage in sexua
conduct with mnor 12 to 18 years
by person in fanmilial or
custodi al authority.

Lewd or | ascivious nol estation;
victimless than 12 years;

of fender 18 years or ol der
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1| 812.13(2)(a) 1st, PBL Robbery with firearm or other
2 deadl y weapon.
3] 812.133(2)(a) 1st, PBL Carjacking; firearmor other
4 deadl y weapon.
5] 827.03(2) 1st Aggravat ed child abuse
6| 847.0145(1) 1st Selling, or otherwi se
7 transferring custody or control
8 of a nminor.
9| 847.0145(2) 1st Pur chasi ng, or otherwi se
10 obt ai ni ng custody or control, of
11 a mnor.
12 ] 859.01 1st Poi soni ng or introducing
13 bacteria, radi oactive material s,
14 viruses, or chem cal conpounds
15 into food, drink, nedicine, or
16 water with intent to kill or
17 i njure anot her person
18 | 893. 135 1st Attenpted capital trafficking
19 of f ense.
20| 893.135(1)(a)3. 1st Trafficking in cannabis, nore
21 t han 10, 000 | bs.
22 | 893. 135
23 (1) (b)1l.c. 1st Trafficking in cocaine, nore than
24 400 grans, |ess than 150
25 ki | ograns.
26 | 893. 135
27 (1) (c)l.c. 1st Trafficking in illegal drugs,
28 nore than 28 grans, |ess than 30
29 ki | ograns.
30
31
131
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1] 893.135

2 (1)(d)1l.c.
3

4| 893. 135

5 (1) (e)l.c.
6

7 | 893. 135

8 (1)(f)1l.c.
9

10 | 893. 135

11 (1)(h)1l.c.
12

13

14 | 893. 135

15 (1)(j)1l.c.
16

17 | 893. 135

18 (1)(k)2.c.
19
20 | 896. 101(5) (c)
21
22
23 | 896. 104(4) (a) 3.
24
25
26
27
28
29 | 499. 0054
30
31

1st

1st

1st

1st

1st

1st

1st

1st

1st

CS for CS for SB 2312

Trafficking in phencyclidine,
nore than 400 grans.

Trafficking in nethaqual one, nore
than 25 kil ograns.

Trafficking in anphetam ne, nore
t han 200 grans.

Trafficking in
gamma- hydr oxybutyric acid (GHB)
10 kil ograns or nore.

Trafficking in 1, 4-Butanediol, 10
ki | ograms or nore.

Trafficking in Phenethyl am nes,
400 grans or nore.

Money | aundering, financi al
instrunents totaling or exceedi ng
$100, 000.

Structuring transactions to evade
reporting or registration

requi renents, financial
transactions totaling or
exceedi ng $100, 000.

(j) LEVEL 10

Sal e or purchase of contraband

| egend drugs resulting in death.
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782.04(2) 1st,PBL Unlawful killing of human; act is
hom ci de, unprenedit at ed.

787.01(1) (a) 3. 1st, PBL Kidnapping; inflict bodily harm
upon or terrorize victim

787.01(3) (a) Life Ki dnappi ng; child under age 13

perpetrator also commits
aggravated child abuse, sexua
battery, or lewd or |ascivious
battery, nolestation, conduct, or
exhi bition.

782.07(3) 1st Aggr avat ed mansl aughter of a
chi | d.
794.011(3) Life Sexual battery; victim12 years

or ol der, offender uses or
threatens to use deadly weapon or
physical force to cause serious
injury.

876. 32 1st Treason agai nst the state

Section 30. Paragraph (a) of subsection (1) of section
16.56, Florida Statutes, is anended to read:

16.56 O fice of Statew de Prosecution.--

(1) There is created in the Departnent of Lega
Affairs an Ofice of Statewi de Prosecution. The office shal
be a separate "budget entity" as that termis defined in
chapter 216. The office may:

(a) Investigate and prosecute the offenses of:

1. Bribery, burglary, crimnal usury, extortion
ganbl i ng, kidnapping, |arceny, nurder, prostitution, perjury,
robbery, carjacking, and hone-invasi on robbery;

2. Any crinme involving narcotic or other dangerous
dr ugs;
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3. Any violation of the provisions of the Florida Rl CO
(Racket eer I nfluenced and Corrupt O ganization) Act, including
any offense listed in the definition of racketeering activity
ins. 895.02(1)(a), providing such |isted offense is
i nvestigated in connection with a violation of s. 895.03 and
is charged in a separate count of an information or indictnent
containing a count charging a violation of s. 895.03, the
prosecution of which |isted offense may conti nue i ndependently
if the prosecution of the violation of s. 895.03 is term nated
for any reason;

4. Any violation of the provisions of the Florida
Anti - Fenci ng Act;

5. Any violation of the provisions of the Florida
Antitrust Act of 1980, as anended;

6. Any crine involving, or resulting in, fraud or
deceit upon any person

7. Any violation of s. 847.0135, relating to conputer
por nography and child exploitation prevention, or any offense
related to a violation of s. 847.0135; ef

8. Any violation of the provisions of chapter 815; or

9. Any crimnal violation of part | of chapter 499.

or any attenpt, solicitation, or conspiracy to conmit any of
the crines specifically enunerated above. The office shal
have such power only when any such offense is occurring, or
has occurred, in tw or nore judicial circuits as part of a
rel ated transaction, or when any such offense is connected
with an organi zed crininal conspiracy affecting two or nore
judicial circuits.

Section 31. Paragraph (a) of subsection (1) of section
895.02, Florida Statutes, is anended to read:
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895.02 Definitions.--As used in ss. 895.01-895.08, the
term

(1) "Racketeering activity" nmeans to commit, to
attenpt to comrit, to conspire to comrit, or to solicit,
coerce, or intimdate another person to comit:

(a) Any crine which is chargeable by indictnent or
i nformati on under the follow ng provisions of the Florida
St at ut es:

1. Section 210.18, relating to evasion of paynent of
cigarette taxes.

2. Section 403.727(3)(b), relating to environnental

control.

3. Section 414.39, relating to public assistance
fraud.

4, Section 409.920, relating to Medicaid provider
fraud.

5. Section 440.105 or s. 440.106, relating to workers
conpensati on.

6. Sections 499.0051, 499.0052, 499.0053, 499.0054,
and 499.0691, relating to crines involving contraband and

adul terated drugs.
7.6 Part IV of chapter 501, relating to
t el emar ket i ng.

8.7~ Chapter 517, relating to sale of securities and
i nvestor protection.

9. 8- Section 550.235, s. 550.3551, or s. 550.3605,
relating to dograci ng and horseraci ng.

10. 9~ Chapter 550, relating to jai alai frontons.

11. 6~ Chapter 552, relating to the manufacture,
di stribution, and use of expl osives.

135

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




© 00 N o O DN P

W WNNNNMNNMNNNNNNRRRERRPRPEPR R PR R
P O © 0 N O 00~ WNIERPLO O ®~NOO®UuDWNPRER O

Florida Senate - 2003 CS for CS for SB 2312
309-2438-03

12. 1 Chapter 560, relating to noney transmtters, if
the violation is punishable as a felony.

13. 2+ Chapter 562, relating to beverage |aw
enf or cenent .

14. 3+ Section 624.401, relating to transacting
i nsurance without a certificate of authority, s.
624.437(4)(c)1., relating to operating an unauthori zed
mul ti pl e-enpl oyer wel fare arrangenent, or s. 626.902(1)(b),
relating to representing or aiding an unauthorized insurer

15. 4 Section 655.50, relating to reports of currency
transactions, when such violation is punishable as a fel ony.

16. 5~ Chapter 687, relating to interest and usurious
practices.

17. 6 Section 721.08, s. 721.09, or s. 721.13,
relating to real estate tineshare plans.

18. 7~ Chapter 782, relating to hom cide.

19. 38— Chapter 784, relating to assault and battery.

20. 39+ Chapter 787, relating to ki dnapping.

21. 26— Chapter 790, relating to weapons and firearns.

22. 2% Section 796.03, s. 796.04, s. 796. 05, or s.
796.07, relating to prostitution

23. 22+ Chapter 806, relating to arson

24. 23— Section 810.02(2)(c), relating to specified
burglary of a dwelling or structure.

25. 24— Chapter 812, relating to theft, robbery, and
related crines.

26. 25— Chapter 815, relating to conputer-rel ated
crimes.

27.26— Chapter 817, relating to fraudul ent practices,
fal se pretenses, fraud generally, and credit card crines.

136

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




© 00 N O O W DN PP

W WNNNNMNNMNNNMNNNNRRRRRPRPEPR R R R
P O © 0 N O 00~ WNIERPLO O ®~NO®UuDWNPRER O

Florida Senate - 2003 CS for CS for SB 2312
309-2438-03

28. 27— Chapter 825, relating to abuse, neglect, or
exploitation of an elderly person or disabled adult.

29. 28— Section 827.071, relating to commercial sexua
exploitation of children

30. 29+ Chapter 831, relating to forgery and
counterfeiting.

31. 36+ Chapter 832, relating to issuance of worthless
checks and drafts.

32. 3% Section 836.05, relating to extortion

33. 32+ Chapter 837, relating to perjury.

34.33+ Chapter 838, relating to bribery and m suse of
public office.

35. 34— Chapter 843, relating to obstruction of
justice.

36. 35~ Section 847.011, s. 847.012, s. 847.013, s.
847.06, or s. 847.07, relating to obscene literature and
profanity.

37.36— Section 849.09, s. 849.14, s. 849.15, s.

849. 23, or s. 849.25, relating to ganbling.

38. 37— Chapter 874, relating to crimnal street gangs.

39. 38+ Chapter 893, relating to drug abuse prevention
and control

40. 39+ Chapter 896, relating to offenses related to
financi al transactions.

41. 46— Sections 914.22 and 914.23, relating to
tampering with a witness, victim or informant, and
retaliation against a witness, victim or infornmant.

42. 41— Sections 918.12 and 918.13, relating to
tanmpering with jurors and evi dence.

Section 32. Section 905.34, Florida Statutes, is
amended to read:
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905.34 Powers and duties; |aw applicable.--The
jurisdiction of a statewide grand jury inpaneled under this
chapter shall extend throughout the state. The subject matter
jurisdiction of the statewide grand jury shall be linted to
t he of fenses of:

(1) Bribery, burglary, carjacking, hone-invasion
robbery, crimnal usury, extortion, ganbling, kidnapping,
| arceny, nurder, prostitution, perjury, and robbery;

(2) Crines involving narcotic or other dangerous
dr ugs;

(3) Any violation of the provisions of the Florida
Rl CO (Racket eer | nfluenced and Corrupt Organization) Act,

i ncluding any offense listed in the definition of racketeering
activity ins. 895.02(1)(a), providing such listed offense is
investigated in connection with a violation of s. 895.03 and
is charged in a separate count of an information or indictnent
containing a count charging a violation of s. 895.03, the
prosecution of which listed offense may conti nue i ndependently
if the prosecution of the violation of s. 895.03 is termi nated
for any reason;

(4) Any violation of the provisions of the Florida
Anti - Fenci ng Act;

(5) Any violation of the provisions of the Florida
Antitrust Act of 1980, as anended;

(6) Any violation of the provisions of chapter 815;

(7) Any crine involving, or resulting in, fraud or
deceit upon any person

(8) Any violation of s. 847.0135, s. 847.0137, or s.
847.0138 relating to conputer pornography and child
exploitation prevention, or any offense related to a violation
of s. 847.0135, s. 847.0137, or s. 847.0138; or
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1 (9) Any crimnal violation of part | of chapter 499.

2

3| or any attenpt, solicitation, or conspiracy to commt any

4| violation of the crines specifically enunerated above, when

5| any such offense is occurring, or has occurred, in tw or nore
6|judicial circuits as part of a related transacti on or when any
7 | such offense is connected with an organi zed crim na

8 | conspiracy affecting two or nore judicial circuits. The

9| statewide grand jury may return indictnents and presentnents
10 | irrespective of the county or judicial circuit where the

11 | offense is committed or triable. |If an indictnent is

12| returned, it shall be certified and transferred for trial to
13| the county where the offense was conmitted. The powers and
14 | duties of, and | aw applicable to, county grand juries shal

15| apply to a statewi de grand jury except when such powers,

16 | duties, and |l aw are inconsistent with the provisions of ss.

17 | 905. 31- 905. 40.

18 Section 33. |If any provision of this act or its

19 | application to any person or circunstance is held invalid, the
20| invalidity does not affect other provisions or applications of
21| the act which can be given effect without the invalid

22 | provision or application, and to this end the provisions of

23 | this act are severable.

24 Section 34. The sum of $453,851 is appropriated from
25| the Florida Drugs, Devices, and Cosnetic Trust Fund to the

26 | Departnent of Health and three additional full-tine equival ent
27 | positions are authorized to inplenent this act.

28 Section 35. Except as otherw se expressly provided in
29 | this act, this act shall take effect July 1, 2003.

30

31
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STATEMENT OF SUBSTANTI AL CHANGES CONTAI NED | N
COW TTEE SUBSTI TUTE FOR
CS for Senate Bill 2312

The Committee Substitute revise Pﬂ oEr on to the
Departnment of Health to $453, 851 [ a Drugs,
Devi ces and Cosnetic Trust Fund.
Revi ses the definition of "pedlgree paper" to nean a docunent
in a formapproved by the Depar nt of Health effective July
1, 2006 (previously rch 1, 2005).
Revi ses the dates for failure to authenticate ped|8ree ga ers
for_ possession of docunments required under s, 499.0121( )Pe)
until July 1, 2006 (previously March 1, 2005)
Clarifies the definition of "authorized distributors of
record" to enable certain whol esalers to be deenmed aut hori zed
distributors of record.
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