Florida Senate - 2003 SB 2698

By Senat or Peaden

2-1448-03
1 A bill to be entitled
2 An act relating to the Florida Drug and
3 Cosnetic Act; anmending s. 499.003, F.S.
4 providing definitions; anending s. 499. 005,
5 F.S.; prohibiting the renoval of a dispensing
6 | abel froma |l egend drug; prohibiting the
7 di stribution of a previously dispensed | egend
8 drug without authorization; prohibiting certain
9 transactions for cash; anending s. 499. 006,
10 F.S.; providing that a | egend drug is
11 adulterated if certain docunentation cannot be
12 verified; anmending s. 499.007, F.S.; revising
13 certain | abeling requirenents; anending s.
14 499.01, F.S.; providing permt requirenents for
15 prescription drug repackagers, nonresident
16 prescription drug manufacturers, and freight
17 forwarders; authorizing the Departnent of
18 Health to issue certain pernits to an applicant
19 at the sanme address as a |licensed nucl ear
20 pharnmacy and a community pharnacy; revising
21 requirements for permt applications and
22 renewal s; requiring annual renewal of certain
23 permts; anending s. 499.012, F.S.; authorizing
24 a hospital or other health care entity to
25 transfer a prescription drug to a |icensed
26 r epackager under certain circunstances;
27 providing certain restrictions on the sale of
28 drug acquisitions to unaffiliated whol esal ers;
29 i ncreasi ng the anount of the bond that nust be
30 obt ai ned by prescription drug whol esal ers;
31 aut hori zing the Departnent of Health to adopt
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1 rules by which it may assess an applicant's

2 experience and financial viability; requiring
3 that applicants undergo crimnal history record
4 checks; providing requirenents for out-of-state
5 prescription drug whol esalers; requiring a

6 perfornmance bond and a crimnal history record
7 check; providing licensing and permtting

8 requi renments for nonresident prescription drug
9 manuf acturers; providing requirenents for a

10 freight forwarder's permt; anending s.

11 499. 0121, F.S.; providing additiona

12 recordkeeping requirenents; requiring certain
13 witten statenents; providing requirenents for
14 shi pping and transporting a prescription drug
15 i n whol esal e distribution; anending s.

16 499. 0122, F.S.; providing permt requirenent

17 for an establishnment that refills nedica

18 oxygen for an individual patient; creating s.
19 499. 0123, F.S.; requiring a prescription drug
20 whol esal er to designate a representative;

21 requiring such representative to be certified
22 by the departnent; providing requirenents for
23 certification; requiring a crimnal history

24 record check anending s. 499.013, F.S.

25 providing pernmit requirenents for a

26 prescription drug repackager; anending s.

27 499.041, F.S.; revising the schedul e of fees
28 for an application or permt; providing fees
29 for nonresident prescription drug manufacturers
30 and out-of-state prescription drug whol esal ers;
31 anending s. 499.051, F.S.; requiring the

2
CODING:WOrds st+ieken are deletions; words underlined are additions.




© 00 N o O W DN PP

W W NRNNNMNNNMNNNRRRRRRR PR B R
P O © 0 ~N O UO0BN WNIEREPRO O ONOD O M WN R O

CODING:WOrds st+ieken are del etions;

Florid

a Senate - 2003 SB 2698

2-1448- 03

Be It

anmende

499. 00

di ssem nated in any nanner or

| abel i

departnment to nmaintain the confidentiality of

certain financial docunents; authorizing such

docunents to be used for regulatory or
499. 066,

providing for the jurisdiction of the

enf or cenent
F. S ;
departnent to inpose penalties and take
499. 067, F.S.;
or

proceedi ngs; anending s.

enforcenent actions; anending s.

providing for the denial, suspension
revocation of a certification; specifying

addi tional grounds for such denial, suspension

or revocation; specifying circunstances under

whi ch the departnment is not required to publish
notice of intended agency action
499.069, F.S.;

certain violations;

anmendi ng s.
provi di ng enhanced penalties for
requiring the departnent to
establish a Drug Whol esal e Advi sory Board,;
nmenber shi p;

providing for providi ng duti es;

providing for board nenbers to be reinbursed

for per diemand travel expenses; providing for

severability; providing an effective date.

Enacted by the Legislature of the State of Florida:

Section 1. Section 499.003, Florida Statutes, is

d to read:

499. 003 Definitions of terns used in ss.
1-499.081.--As used in ss. 499.001-499.081, the term

"Adverti senent" neans any representation

(1)
by any neans, other than by

for the purpose of inducing, or whichis likely to

ng,
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i nduce, directly or indirectly, the purchase of drugs,
devi ces, or cosnetics.

(2) "Affiliated group" has the sane neaning as in s.
1504 of the Internal Revenue Code.

(3) "Affiliated person" neans any person who directly

or indirectly nanages, controls, or oversees the operation of

a corporation or other business entity that is a pernittee or

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

shar ehol der, owner, officer, director, agent, independent

contractor, or enployee of the entity.

(4) "Applicant" neans a person applying for a permt
or certification under ss. 499.001-499.081 in the formof a
sol e proprietorship, corporation, partnership, or other

busi ness entity, and any owner, officer, director, agent,

nmanagi ng enpl oyee, general nmnager, or affiliated person, or

any partner or sharehol der having an ownership i nterest equa

to 5 percent or nore in the corporation, partnership, or other

busi ness entity.

(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:

4
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(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.

(9) t6) "Conpressed nedi cal gas" means any |iquefied or
vaporized gas that is classified as a prescription drug or

nmedi cal device, whether it is alone or in conbination with

ot her gases.
(10) 7 "Cosnetic" means an article that is:

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

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

except that the term does not include soap

(11)¢(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,

5
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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.
(12) (9) "Department” neans the Department of Health.
(13) (16) "Device" means any instrunment, apparatus,
i mpl erent, machine, contrivance, inplant, in vitro reagent, or
other simlar or related article, including its conponents,
parts, or accessories, which is:

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

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

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

and whi ch does not achieve any of its principal intended

pur poses through chem cal action within or on the body of
humans or other animals and which is not dependent upon being
net abol i zed for the achi evenent of any of its principal

i nt ended pur poses.

(14) 1) "Distribute or distribution" neans to sell
offer to sell; give away; transfer, whether by passage of
title, physical novenent, or both; deliver; or offer to
deliver. The term does not nean to admni ni ster or dispense.

(15) 32y "Drug" neans an article that is:

6
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(a) Recognized in the current edition of the United
St at es Phar macopoei a and National Fornulary, official
Honeopat hi ¢ Phar macopoeia of the United States, or any
suppl enment to any of those publications;

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

(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.

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

(17) ¢34y "Federal act" neans the Federal Food, Drug,
and Cosnetic Act, 21 U.S.C. ss. 301 et seq.; 52 Stat. 1040 et
seq.

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

| egend drugs that are owned by another person and desi gnated

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

(19)15) "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.

(20) £6) "Immedi ate contai ner” does not include
package |iners.

(21) (+#) "Label " nmeans a display of witten, printed,
or graphic matter upon the inmmedi ate contai ner of any drug,

7
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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
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.

(22) (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.

(23) (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).

(24) 26y "Manuf acture” means the preparation
deriving, conpoundi ng, propagation, processing, producing, or
fabrication of any drug, device, or cosnetic. The term
i ncl udes repackagi ng or otherw se changi ng the contai ner
wrapper, or labeling to further the distribution of the drug,
devi ce, or cosnetic.

(25) 21y "Manufacturer”™ means a person who prepares,
derives, manufactures, or produces a drug, device, or
cosnetic. The term excl udes pharnmacies that are operating in
conpliance with pharnacy practice standards as defined in
chapter 465 and rul es adopted under that chapter
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(26) 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 ef fectiveness for use under certain conditions, has been
recogni zed for use under such conditions, but which drug has
not, other than in those investigations, been used to a
material extent or for a material tine under such conditions.

(27) 23y "Oficial conpendiunt nmeans the current
edition of the official United States Pharmacopoei a and
Nati onal Formul ary, or any suppl enent thereto.

(28) (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.

(29) (25) "Prepackaged drug product” means a drug that
originally was in finished packaged form seal ed by a
manuf acturer and that is placed in a properly | abel ed
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.

9
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1 (30){26) "Prescription nedical oxygen" neans oxygen

2| USP which is a drug that can only be sold on the order or

3| prescription of a practitioner authorized by law to prescri be.
4 | The | abel of prescription nmedical oxygen nust conply with

5] current labeling requirenents for oxygen under the Federa

6 | Food, Drug, and Cosnetic Act.

7 (31)2#); "Proprietary drug," or "OIC drug,"” neans a

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

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

10 | authority of, the manufacturer or primary distributor thereof,
11 ) is not misbranded under the provisions of ss. 499.001-499. 081
12 | and can be purchased wi thout a prescription

13 (32)(28) "Veterinary prescription drug” neans a | egend
14 | drug intended solely for veterinary use. The |abel of the

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

17 | veterinarian."

18 Section 2. Section 499.005, Florida Statutes, is

19 | anended to read:

20 499. 005 Prohibited acts.--1t is unlawful for any

21 | person to performor cause the perfornmance of any of the

22 | following acts in this state:

23 (1) The manufacture, repackaging, sale, delivery, or
24 | holding or offering for sale of any drug, device, or cosnetic
25| that is adulterated or mi sbranded or has otherw se been

26 | rendered unfit for human or ani mal use.

27 (2) The adulteration or nisbranding of any drug,

28 | device, or cosnetic.

29 (3) The receipt of any drug, device, or cosnetic that
30| is adulterated or misbranded, and the delivery or proffered
31

10
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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 departnment 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 allow inspection 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 giving of a false guaranty or false
undertaking with respect to a drug, device, or cosnetic,
except by a person who relied on a guaranty or undertaking to
the sane effect signed by, and containing the nane and address
of, the person residing in this state from whom she or he
received in good faith the drug, device, or cosnetic.

(8 Comitting 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

11
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other act with respect to a drug, device, or cosnetic, if the
act is done while the drug, device, or cosnetic is held for
sale and the act results in the drug, device, or cosnetic
bei ng ni shranded.

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

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

(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.
12
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(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 naking 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.

(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 misrepresentation 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

13
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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 | egend drug with the intent to further distribute

t he | egend drug.

(27) The knowing distribution of a previously

di spensed | egend drug unl ess aut hori zed under chapter 465 and

rul es adopted under chapter 465.

(28) The failure to obtain or pass on a statenent as
requi red under s. 499.0121(6)(d).
(29) The purchase or sale of legend drugs in a

whol esal e transaction for cash; except through the use of a

funds transfer as defined in chapter 670 which is docunented

and may be verified through a financial institution
Section 3. Section 499.006, Florida Statutes, is
anended to read:

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

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

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

(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

14
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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
strength, quality, or purity fromsuch standard is plainly
stated on its | abel

(7) If it is not subject to subsection (6) and its
strength differs from or its purity or quality falls bel ow
the standard of, that which it purports or is represented to
possess; of

(8) If it is a drug:

15
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1 (a) Wth which any substance has been ni xed or packed
2| so as to reduce the quality or strength of the drug; or

3 (b) For which any substance has been substituted

4| wholly or in part;—

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

7 (10) If it is a legend drug and verifiable

8 | docunent ati on does not support that it has been purchased,

9] held, sold, or distributed at all tines by a person authorized
10 | under federal or state law to do so.

11 Section 4. Subsection (2) of section 499.007, Florida
12 | Statutes, is anended to read:

13 499. 007 M sbranded drug or device.--A drug or device
14 | i s mi sbranded:

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

16 | cont ai ni ng:

17 (a) The nane and pl ace of business of the manufacturer
18 | or di stri but or —rA—addi-t+oen—fer—anedicina—drug—as—defned
19 | irtA—5—499-0603—thetabelrust—econtain—thenare—andptace—of
20 | business—of—the—ranufacturer of the finished dosage form of

21| the drug. For the purpose of this paragraph, the finished

22 | dosage formof a nedicinal drug is that formof the drug which
23|is, or is intended to be, dispensed or adninistered to the

24 | patient and requires no further manufacturing or processing
25 | other than packagi ng, reconstitution, and |abeling; and

26 (b) An accurate statenent of the quantity of the

27 | contents in terns of weight, neasure, or nunerical count;

28 | however, under this section, reasonable variations are

29 | permitted, and the departnent shall establish by rule

30 | exenptions for snmall packages.

31
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A drug dispensed by filling or refilling a witten or ora
prescription of a practitioner licensed by |aw to prescribe
such drug is exenpt fromthe requirenents of this section
except subsections (1), (8), (10), and (11) and the packagi ng
requi rements of subsections (6) and (7), if the drug bears a
| abel that contains the nane and address of the di spenser or
seller, the prescription nunber and the date the prescription
was witten or filled, the nane of the prescriber and the nane
of the patient, and the directions for use and cautionary
statenents. This exenption does not apply to any drug
di spensed in the course of the conduct of a business of
di spensi ng drugs pursuant to diagnosis by mail or to any drug
di spensed in violation of subsection (12). The depart nent
may, by rule, exenpt drugs subject to ss. 499.062-499. 064 from
subsection (12) if conpliance with that subsection is not
necessary to protect the public health, safety, and welfare.

Section 5. Section 499.01, Florida Statutes, is
amended 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 fictitious person registered with the

Di vi si on of Corporations. Each person affiliated with the
applicant for a pernit or the pernittee nust be an—inti-vituat

o I F . I .
regi-stered—pursutant—to——chapter—607—or—chapter—6i7—and—each
of-Hecer—of—whieh—+s at | east 18 years of age

17
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1 (b) An establishnment that is a place of residence may
2| not receive a pernit and nmay not operate under ss.

3| 499. 001-499. 081

4 (c) A person that applies for or renews a pernmit to
5| manufacture or distribute | egend drugs may not use a nane

6| identical to the nane used by any ot her establishnment or

7] licensed person authorized to purchase prescription drugs in
8| this state, except that a restricted drug distributor pernit
9] issued to a health care entity will be issued in the nane in
10 | which the institutional pharmacy pernit is issued and a retai
11 | pharnacy drug whol esaler will be issued a permt in the nane
12| of its retail pharmacy permt.

13 (d) A pernit is required for each person and

14 | establishnment that intends to operate and prior to operating
15 | eperates as a:

16 1. Prescription drug manufacturer

17 2. Prescription drug repackager

18 3.2- Over-the-counter drug manufacturer

19 4.3~ Conpressed nedi cal gas manufacturer
20 5. 4~ Devi ce manuf acturer
21 6.5 Cosnetic manufacturer
22 7.6— Prescription drug whol esal er
23 8. 7~ Conpressed nedi cal gas whol esal er
24 9.8~ Qut-of-state prescription drug whol esal er
25 10. Nonresident prescription drug nanufacturer
26 11. 9~ Retail pharmacy drug whol esal er
27 12. 36— Veterinary | egend drug retail establishnent;
28 13. ++—- Medi cal oxygen retail establishnent;
29 14. 2~ Conplinentary drug distributor; er
30 15. 33+ Restricted prescription drug distributor; or=—
31 16. Freight fowarder

18
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1 (e) The departnent may not issue a permt for a

2 | prescription drug manufacturer, prescription drug repackager

3| prescription drug whol esal er, or retail pharnmacy whol esal er

4 | may—not—be—issued to the address of a health care entity or to
5| a pharmacy |icensed under chapter 465, except as follows. The
6 | departnent nmay issue a prescription drug manufacturer pernit

7] to an applicant at the sane address as a |licensed nucl ear

8 | pharmacy, which is a health care entity, for the purpose of

9 | manufacturing prescription drugs used in positron enission

10 | tonography or other radi opharnaceuticals as listed in a rule
11 | adopted by the departnent pursuant to this paragraph. The

12 | purpose of this exenption is to assure availability of

13 | state-of-the-art pharnaceuticals that would pose a significant
14 | danger to the public health if nanufactured at a separate

15| establi shnent address fromthe nuclear pharmacy fromwhich the
16 | prescription drugs are di spensed. The departnent may al so

17 | issue a retail pharnmacy whol esaler pernit to the address of a
18 | conmunity pharmacy |icensed under chapter 465 which does not
19| neet the definition of a closed pharmacy in s. 499. 003.

20 (f) Notwithstandi ng subsection (4), a pernitted person
21| in good standing may change the type of pernit issued to that
22 | person by conpleting a new application for the requested

23| permit, paying the anount of the difference in the pernmt fees
24| if the fee for the new permit is nore than the fee for the

25| original pernit, and neeting the applicable permtting

26 | conditions for the new permt type. The new permt expires on
27 | the expiration date of the original pernit being changed. A
28 | refund may not be issued if the biennial fee for the new

29 | pernmit is less than the original permt for which a fee was

30 | paid.

31
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(2) The departnent shall establish, by rule, the form
and content of the application to obtain or renew a pernit.
The applicant nust submt to the departnent with the
application a statenment that swears or affirnms that the
information is true and correct.

(a) Information that an applicant nust provide
i ncl udes, but need not be limted to:

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

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 and nmanager;

f. |f a parent corporation or other entity owns the

applicant, the names of all officers and directors of this

entity; and

20
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g.e— Any other relevant information that the

departnment requires.

(b) ey Any change in information required under
par agraph (a) nust be submtted to the departnent before the

change occurs.
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9 9—Any—other—factors—or—guab-Hecations—the—departient
10 | eonstders—+etevant—to—and—econststent—wth—thepubHe—heatth
11 | ant—safety—
12 (3) The departnent shall adopt rules for the annua
13 | renewal of permts established under s. 499.012, except for
14 | the conpressed nedi cal gases whol esal er permt, and for the
15| biennial renewal of the conpressed nedi cal gases pernit and
16 | other permts established under ss. 499.001-499. 081
17
18
19
20
21 (a)ftb)y A permit, unless sooner suspended or revoked,
22 | automatically expires 1 year after the last day of the
23 | anniversary nonth in which a wholesaler permit was originally
24 | issued or, in the case of other pernits,2 years after the
25| last day of the anniversary nonth in which the pernit was
26 | originally issued. A permt issued under ss. 499.001-499. 081
27 | must be renewed by neking application for renewal on forns
28 | furni shed by the departnent and payi ng the appropriate fees.
29 | If a renewal application and fee are not subnitted and
30 | postmarked 90 days prior to by the expiration date of the
31| permit, the applicant nust submt permt—ay—be+ernstated

22
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onty—dpoen—payrent—oef a del i nquent fee of $100, plus the

requi red renewal feer—wthin60—days—after—the—expirration
date.

(b) ter A whol esal er that does not have an active
permt nust cease operating as a wholesaler until a valid and

active pernmt is issued to the person at that establishnent.

Failure to renew a pernmit, other than a whol esaler pernit in

accordance with this section precludes any future renewal of
that permt. Continuing to engage in activities that require
a permt under ss. 499.001-499.081 after the expiration date

of the pernit requires a new permt application and paynent of

an application fee, initial permt fee, and applicable
penal ti es.

(4) A pernmit issued by the departnent is
nontransferable. Each permt is valid only for the person or
governnental 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
departnment 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
| 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

23
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1| be nade before the date of the sale, transfer, assignnent, or
2| | ease.

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

6 | approved for a permit to distribute | egend drugs.

7 teyr—The—departrent—shatt—deny,—stuspend,—or—revoke—the

8 | permt—of—anyperson—or—estabtH-shrent—if—the—assignrent——sate-
9 | transter—or—tease—of—an—estabb-shrenrt—pernm-tted—under—ss—

10 | 499-061+499681t—wiH—averd—an—admnistrati-vepenatty—etvit+

11 | action—or—erimwina—prosecution—

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

13| 499. 001-499. 081 cl oses, the owner nust notify the departnent
14 in witing before the effective date of closure and nust:

15 1. Return the permit to the departnent;

16 2. If the permttee is authorized to distribute | egend
17 | drugs, indicate the disposition of such drugs, including the
18 | nane, address, and inventory, and provide the nane and address
19 | of a person to contact regardi ng access to records that are

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

22 | authori zed to possess | egend drugs under ss. 499. 001-499. 081
23 (5) A pernit nust be posted in a conspicuous place on
24 | the licensed preni se.

25 Section 6. Subsections (1) and (2) of section 499.012
26| Florida Statutes, are anended to read:

27 499. 012 Wholesale distribution; definitions; pernits;
28 | general requirenents. --

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

30

31
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(a) "Whiolesale distribution" nmeans distribution of
prescription drugs to persons other than a consuner or
patient, but does not include:

1. Any of the following activities, which is not a
violation of s. 499.005(21) if such activity is conducted in
accordance with s. 499.014:

a. The purchase or other acquisition by a hospital or
other health care entity that is a nenber of a group
pur chasi ng organi zation of a prescription drug for its own use
fromthe group purchasing organi zation or fromother hospitals
or health care entities that are nenbers of that organization

b. The sale, purchase, or trade of a prescription drug
or an offer to sell, purchase, or trade a prescription drug by
a charitabl e organization described in s. 501(c)(3) of the
I nternal Revenue Code of 1986, as anmended and revised, to a
nonprofit affiliate of the organization to the extent
ot herwi se permitted by | aw

c. The sale, purchase, or trade of a prescription drug
or an offer to sell, purchase, or trade a prescription drug
anong hospitals or other health care entities that are under
common control. For purposes of this section, "comon control"
neans the power to direct or cause the direction of the
managenent and policies of a person or an organization,
whet her by ownership of stock, by voting rights, by contract,
or otherw se.

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

25
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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 adninister 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 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 medi 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
eligible patients of the agency or entity or nust return the
prescription drugs for or to the agency or entity. The

26
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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.

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

27
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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 pernmitted 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 under

common control, if ownership of the prescription drug renmins

with the hospital or other health care entity at all tines. In

addition to the recordkeeping requirenents of s. 499.0121(6),

the hospital or health care entity that transfers prescription

drugs pursuant to this sub-subparagraph nmust reconcile al

drugs transferred and returned, and resol ve any discrepancies

in atinely manner.

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

28
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1 4. The sale, purchase, or trade of blood and bl ood

2 | conponents intended for transfusion. As used in this

3 | subpar agraph, the term"bl ood" neans whol e bl ood coll ected

4| froma single donor and processed either for transfusion or
5| further manufacturing, and the term "bl ood conponents" neans
6 | that part of the blood separated by physical or nechanica

7 | means.

8 5. The I awful dispensing of a prescription drug in

9 | accordance with chapter 465.

10 (b) "Wholesale distributor" neans any person engaged
11 ] in whol esal e distribution of prescription drugs in or into
12 | this state, including, but not |linited to, manufacturers;

13 | repackers; own-label distributors; jobbers; private-I|abe

14 | distributors; brokers; warehouses, including manufacturers
15| and distributors' warehouses, chain drug warehouses, and

16 | whol esal e drug war ehouses; independent whol esal e drug traders;
17 | exporters; retail pharnmacies; and the agents thereof that

18 | conduct whol esal e di stributions.

19 (c) "Retail pharnmacy" neans a conmunity pharnmacy
20| licensed under chapter 465 that purchases prescription drugs
21| at fair market prices and provides prescription services to
22 | the public.
23 (2) The followi ng types of wholesaler pernits are
24 | establi shed:
25 (a) A prescription drug wholesaler's permt. A
26 | prescription drug whol esaler is a whol esale distributor that
27 | may engage in the wholesale distribution of prescription
28 | drugs. A prescription drug whol esal er may not whol esal e nore
29 | than 10 percent of its annual prescription drug acquisitions
30| in dollars, net of returns, to other prescription drug
31 | wholesalers located in or outside this state which are not

29
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nenbers of the sane affiliated group. A prescription drug

whol esal er that subnits an initial application or renewal
application apptes to the departnent after COctober 1, 2003
Jandary—1—1993, nust subnit a performance bond or evidence of
a performance bond of $100, 000 for each appli cati on$206,

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

adm nistrative penalties inposed by the departnent, as well as

and any fees or costs incurred by the departnment, regarding

that pernmit as authorized under state |aw This bond will be

refunded to the pernmittee when the pernit is returned to the
departnment and the pernittee ceases to engage in prescription
drug whol esaling activities unl ess the funrcton—as—abustness—
A pernittee that fails to notify the departnment before

I . I " ke bus ¢ ai » I
departrent—before cl osing the business pursuant to s.
499.01(4)(d), o+ fails to notify the departnent before a
change of ownership or controlling interest, or fails to

provide records related to the whol esal e distribution of
prescription drugs required by s. 499.0121(6) ferfeirts—its
bend. The departnment nay adopt rules for issuing a

prescription drug whol esal er-broker permit to a person who
engages in the whol esal e distribution of prescription drugs
and does not take physical possession of any prescription
drugs. The departnent nmay al so adopt rules for requiring

additional infornmation frominitial applicants and renewal

applicants, and nini num standards to assess their ownership,

experience, and financial viability for distributing

prescription drugs. These rules nmust include, but need not be

l[imted to:

30
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1. ldentifying information of an applicant and his or
her spouse, children over 18 years of age, siblings, parents,

siblings-in-law, and parents-in-law, and the business

background concerning prescription drugs for each of these

persons;

2. Designation of a representative who has

denonstr at ed,

t hrough testing and certification standards

establ i shed by rule,

a mininmmproficiency in the | ans and

rules related to the whol esal e

di stribution of prescription

drugs as set forth in s. 499.0123;

3. Information and supporting docunentation regardi ng
the financing of the physical establishnment, equi pnrent, and
prescription drug inventory;

4, Information regarding the dollar volune of

prescription drug whol esaling activities of the applicant and

those activities as a percentage of total

operations for the

applicant's establishnent;

5. Information regarding the dollar vol une of

pur chases of prescription drugs directly from nmanufacturers;

and
0. Nanes and addresses

of all nenbers conprising the

affiliated group,

i f applicable.

An appl i cant

nmust subnit a conplete set of fingerprints to the

departnent for the purpose of conducting a crimna

hi story

record check of the applicant,

but in the case of a

corporation, fingerprint cards

nmust be submtted for the five

hi ghest corporate officers and

any person who participates in

admi ni stering or operating the

prescription drug activities of

the applicant's establishnent.

The departnent shall subnit the

fingerprints to the Departnent

of Law Enforcenent for a state

31
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crimnal background investigation and for forwarding to the

Federal Bureau of Investigation for a national crimna

hi story record check. The cost of the state and nationa

crimnal record check shall be borne by the applicant in

addition to the pernit application fee. The departnent shal

adopt rul es regarding the frequency of the subm ssion of

fingerprints and associ ated fees, which nmay not exceed the

actual cost of processing by the Departnent of Law Enforcenent

and Federal Bureau of Investigation

(b) A conpressed nedical gas wholesaler's pernmt. A
conpr essed nedi cal gas whol esaler is a whol esal e distributor
that is limted to the wholesal e distribution of conpressed
nedi cal gases to other than the consuner or patient. The
conpressed nedical gas nust be in the original sealed
contai ner that was purchased by that whol esal er. A conpressed
nedi 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, except those set forth in s.

499. 0123. An out-of-state prescription drug whol esal er nay not
32
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whol esal e nore than 10 percent of its annual prescription drug

acquisitions in dollars, net of returns, to prescription drug

whol esal ers |l ocated in or outside this state which are not

nenbers of the sane affiliated group. An out-of-state

prescription drug whol esal er that subnmits an initial

application or renewal application to the departnent after

Cctober 1, 2003, nmust subnit a performance bond or evidence of

a performance bond of $100, 000 for each application, 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, as well as any fees or

costs incurred by the departnent, regarding that pernit as

aut hori zed under state law. This bond shall be refunded to the

permttee when the permit is returned to the departnent and

the pernittee ceases to engage in prescription drug

whol esaling activities, unless the pernittee fails to notify

t he departnent before closing the business pursuant to s.

499.01(4)(d), fails to notify the departnent before a change

of ownership or controlling interest, or fails to provide

records related to the whol esal e distribution of prescription

drugs required by s. 499.0121(6). The departnment nay al so

adopt rules for requiring additional information frominitial

applicants and renewal applicants to assess their ownership,

experience, and financial viability for distributing

prescription drugs as set forth in paragraph (a).

1. An applicant nust subnit a conplete set of

fingerprints to the departnent for the purpose of conducting a

crimnal history record check of the applicant, but in the

case of a corporation, fingerprint cards nust be subnitted for

the five highest corporate officers and any person who

participates in adm nistering or operating the prescription
33
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drug activities of the applicant's establishnment. The

departnent shall subnit the fingerprints to the Departnent of

Law Enforcenent for a state crimnal background investigation

and for forwarding to the Federal Bureau of |nvestigation for

a national crimnal history record check. The cost of the

state and national crininal record check shall be borne by the

applicant in addition to the pernmt application fee. The

departnent shall adopt rules regarding the frequency of the

subm ssion of fingerprints and associ ated fees, which nmay not

exceed the actual cost of processing by the Departnent of Law

Enf orcenent and Federal Bureau of |nvestigation.

2.1~ The out-of-state drug whol esal er nust maintain 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.

34
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b——Can—showthat—t+he—-other—statefromwhich—the
hol I hold . " I . I
I . I I hol I TN .

(d) Nonresident prescription drug nanufacturer. A

nonr esi dent prescription drug manufacturer is a nmanufacturer

of prescription drugs or the distribution point for a

manuf acturer of prescription drugs |ocated outside this state,

an entity to whom an approved new drug application has been

i ssued by the Federal Drug Administration, or a contracted

manuf acturer of the approved new drug application hol der

| ocated out of the United States which engages in the

whol esal e distribution of the prescription drugs it

manuf actures or is responsible for manufacturing 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, except s. 499.0121(6)(d). A person
who al so distributes prescription drugs that it did not

manuf acture nust al so obtain an out-of-state prescription drug

whol esal er permit pursuant to paragraph (b) to engage in the

whol esal e distribution of the prescription drugs nmanufactured

by anot her person and nust conply with the requirenents of an

out-of -state prescription drug whol esal er

1. The nonresident manufacturer nust conply with the

licensing or permitting requirenents of the jurisdiction in

whi ch the establishnent is |ocated and the federal act, and

any product wholesaled into this state nust conply with ss.
499. 001- 499. 081.
2. |If a nonresident manufacturer intends to inport

froma foreign country into this state, the nonresident

prescription drug manufacturer nust provide to the departnment

a list identifying each prescription drug it intends to inport
35
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and docunent approval by Federal Drug Administration for such

i mportation.

(e)td)y Aretail pharnmacy whol esaler's permt. 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 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

(f) A freight forwarder's pernmit. A freight

forwarder's permt is required for any person that engages in

the distribution of a legend drug as a frei ght forwarder or

transporter unless the transporter is a comopn carrier
36
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1 1. Storage, handling, and recordkeeping of these

2| distributions nmust conply with the requirenents for whol esal e
3| distributors under s. 499.0121, except those set forth in s.

41 499.0121(6)(d). A freight forwarder nust provide the source of
5| the legend drugs with a validated airway bill, bill of |ading,
6 | or other appropriate docunentation to evidence the exportation
7 | of the product.

8 2. A person who applies for a permit as a freight

9| forwarder, or for the renewal of such a pernit, nust provide
10| to the departnent the infornmation required under s. 499.01

11 Section 7. Subsections (4) and (6) of section

12 ] 499. 0121, Florida Statutes, are anended, and subsection (11)
13| is added to that section, to read:

14 499. 0121 Storage and handling of prescription drugs;
15 | recordkeepi ng. -- The departnent shall adopt rules to inplenent
16 | this section as necessary to protect the public health,

17 | safety, and welfare. Such rules shall include, but not be

18| linmted to, requirenents for the storage and handling of

19 | prescription drugs and for the establishnment and mai nt enance
20 | of prescription drug distribution records.
21 (4) EXAM NATI ON OF MATERI ALS AND RECORDS. - -
22 (a) Upon receipt, each outside shipping container nust
23| be visually examined for identity and to prevent the
24 | acceptance of contaminated prescription drugs that are
25| otherwi se unfit for distribution. This exanination nust be
26 | adequate to reveal container damage that woul d suggest
27 | possi ble contanination or other damage to the contents.
28 (b) Each outgoing shipnment nust be carefully inspected
29 | for identity of the prescription drug products and to ensure
30| that there is no delivery of prescription drugs that have
31
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expired or been danaged in storage or held under i nproper
condi ti ons.

(c) The recordkeeping requirenents in subsection (6)
nmust be followed for all incom ng and out going prescription
dr ugs.

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

required under this section for the acquisition of

prescription drugs for accuracy and conpl et eness.

(e) |If a wholesaler docunents that it has perforned

the required exanination for a particular purchase and the

results of the review did not disclose a reasonabl e suspi cion

of adulterated or nishranded prescription drugs, but an

adul terated or m sbranded prescription drug was acquired and

subsequently distributed, these facts shall be considered by

the departnent in nmitigation of any adm nistrative penalties;

however, the prescription drug nay be subject to recall or

sei zure or both. Repeat occurrences of adulterated or

m sbranded drugs are grounds for the departnent to inpose

penal ties authorized under this chapter
(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

38
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1 1. The source of the drugs, including the nanme and

2| principal address of the seller or transferor, and the address
3] of the location fromwhich the drugs were shi pped;

4 2. The nane, principal address, and state |icense

5] pernmit or registration nunber of the person authorized to

6 | purchase prescription drugs;

7 3. The name, strength, dosage form and quantity of

8 | the drugs received and distributed or disposed of; and

9 4. The dates of receipt and distribution or other

10 | di sposition of the drugs.

11 5. Financial docunentation supporting the transaction
12| if applicable.

13 (b) Inventories and records nust be nade avail able for
14 | i nspection and photocopying by authorized federal, state, or
15| local officials for a period of 2 years follow ng disposition
16 | of the drugs or 3 years after the date the drugs were created,
17 | whi chever period is |onger

18 (c) Records described in this section that are kept at
19 | the inspection site or that can be i mediately retrieved by
20 | conputer or other electronic neans nust be readily avail abl e
21| for authorized inspection during the retention peri od.

22 | Records that are kept at a central |ocation outside of this
23 | state and that are not electronically retrievable nust be nade
24 | avail able for inspection within 2 working days after a request
25| by an authorized official of a federal, state, or local |aw
26 | enforcenent agency. Records that are maintained at a centra
27 | location within this state must be maintai ned at an

28 | establishment that is pernmitted pursuant to ss.

29 | 499. 001-499. 081 and nust be readily avail abl e.

30 (d)1. Any person who distributes a prescription drug
31| that he or she did not manufacture nust provide at the tinme of

39
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1| the distribution to each purchaser or recipient that is a

2 | wholesale distributor a witten statenent:

3 a. On the invoice or transfer docunment which states:
4 (1) If the establishnent is not a nenber of an

5| affiliated group, "This establishnent purchased the specific
6| unit(s) of the prescription drug(s) represented on this

7 | docunent directly fromthe manufacturer."

8 (1) If the establishnent is a nenber of an affiliated
9| group, "This establishnment or a nenber of our affiliated group
10| that is licensed or pernitted as a drug whol esal er purchased
11 ) the specific unit(s) of the prescription drug(s) represented
12 | on this docunent directly fromthe nanufacturer."

13 b. That identifies each previous whol esal e di stributor
14| of that unit of the drug, beginning with the manufacturer of
15| t he drug.

16 2. For purposes of subsection (3), a repackager that
17 | purchased a specific unit of prescription drug that it

18 | repackages directly fromthe manufacturer nust conply with

19 | paragraph (3)(a). For purposes of subsection (3), a repackager
20| that does not obtain a specific unit of a prescription drug
21| that it repackages directly fromthe nanufacturer nust conply
22 | with paragraph (3)(h).

23 3. tdyt—FEach—person—who—+s—engaged—+n—the—wholesale
oa | @i bt F o I ’ ko

25 o i L F e e ’ o

26 kol I r L F e et I e

27 I kol I r L ’ .

28 | id e I . I ity I . I .

29 e e " I F e

30 I I : I I hol I r bt ey

31
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1 | erug—teo—a—whoetesale—distributor—The departnent shall adopt

2| rules relating to the requirenents of this witten statenent.
3 4.2- Each whol esal e distributor of prescription drugs
4| nust maintain separate and distinct fromother required

5] records all statenents that are required under subparagraph 1
6 5.3-1n order to verify conpliance w th subparagraph

71 1.,each manufacturer of a prescription drug sold in this

8 | st at e must—aintatn—at—+ts—corporate—offieces—a—ecurrent—tist—of
9 | authorized—distributers—and nmust nake sueh—tist available to
10 | the departnent upon request distribution docunentation

11 ) concerning its sales of prescription drugs, regardl ess of

12 | whether the prescription drug was sold directly by the

13 | manufacturer to a person in this state.

14

15 , -

16 | di-stributors—of—record—reans—those—distributors—with—whom=a
17 | mandufacturer—has—estabHshed—an—ongoing—r+etationship—to

18 | di-stribute—the—rmanufacturer—s—products—

19 (11) SHI PPI NG AND TRANSPORTATI ON. - - The person

20 | responsi ble for shipnent and transportation of a prescription
21| drug in a wholesale distribution nay use a conmon carrier; its
22 | own vehicle or enployee acting within the scope of enpl oynent
23| if authorized under s. 499.03 for the possession of

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

25 | prescription drug i ntended for donestic distribution, an

26 | i ndependent contractor who shall be the agent of the

27 | authori zed seller or recipient responsible for shipping and
28 | transportation as set forth in a witten contract between the
29 | parties. A person selling a prescription drug for export mnust
30 | obtai n docunmentation, such as a validated airway bill, bill of
31| lading, or other appropriate docunentation that the

41
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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 gnhated 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 8. Paragraph (a) of subsection (1) of section
499. 0122, Florida Statutes, is anended to read:

499. 0122 Medi cal oxygen and veterinary | egend drug
retail establishnents; definitions, pernits, genera
requi renments. - -

(1) As used in this section, the term

(a) "Medical oxygen retail establishnment" neans a
person licensed to sell nedical oxygen to patients only. The
sal e nust be based on an order froma practitioner authorized
by law to prescribe. The term does not include a pharnacy
| i censed under chapter 465.

1. A nedical oxygen retail establishnent nmay not
possess, purchase, sell, or trade any | egend drug other than
nedi cal oxygen.

2. A nedical oxygen retail establishnent may refil
nedi cal oxygen for an individual patient based on an order
froma practitioner authorized by law to prescribe if the
establishnent is also pernmitted as a conpressed nedi cal gases

manuf act urer. Awetical—oxygen—retart—estabHshrent—that
iy i eal I o .
|t e I I : . . .
Section 9. Section 499.0123, Florida Statutes, is
created to read
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499. 0123 Designated representative; certification and

general requirenents. --

(1) An applicant for a prescription drug whol esal er

permt shall designate at | east one natural person to serve as

the representative of the whol esal er. The desi gnat ed

representative nust have an active certification fromthe

departnment as a designated representative under this section

(2) Upon receipt of an application on a form furnished

by the departnent and subni ssion of the appropriate fees, the

departnent may certify a person as a designated representative

for the purposes of this chapter under the foll ow ng

condi ti ons:
(a) The person nust provide verifiable evidence of at

| east 1 year's experience in the nanagenent of a licensed

prescription drug whol esal er or licensed pharmacy where the

responsibilities included, but were not linmted to,

recordkeepi ng for prescription drugs;

(b) The person nust have received a score of at |east

75 percent on an exanination given by the departnent or its

agent regarding federal and state drug | aws and whol esal er

practices;
(c) The person is at |east 21 years of age; and

(d) The person is of good noral character such that

his or her presence in a whol esal e establishnent does not

jeopardi ze the public health and the person does not have any
deficiencies under s. 499.067(1)(b)1.-11
(3) The designated representative nust subnmit a

conplete set of fingerprints to the departnment for the purpose

of conducting a crimnal history record check for

certification and recertification. The departnent shall submt

the fingerprints to the Departnent of Law Enforcenent for a
43
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state crimnal background investigation and for forwarding to

the Federal Bureau of Investigation for a national crimna

hi story record check. The cost of the state and nationa

crimnal record check shall be borne by the applicant in

addition to the certification application fee. The depart nent

shal | devel op rul es regardi ng the frequency of the subni ssion

of fingerprints and associ ated fees which may not exceed the

actual cost of processing by the Departnent of Law Enforcenent

and Federal Bureau of Investigation

(4) The departnent may deny an application for

certification, or suspend or revoke a certification, under
this section based on the provisions in s. 499.067(1)(b)1.-11
(5) The natural person's certification is valid for 2

years unless the certification is suspended or revoked.

(6) A representative of a whol esal er desi gnhat ed

pursuant to this section

(a) Must be actively involved in and aware of the

actual daily operation of the whol esal er;

(b) Must be enployed full tine in a nanageri al

position with the whol esal er

(c) Must be physically present at the facility of the

whol esal er during regul ar busi ness hours, except when the

absence of the representative is authorized, including sick

| eave, vacation | eave, and other authorized absences; and

(d) My serve in this representative capacity for only

one applicant and pernmitted establishnent at a tine.

(7) A wholesaler that is required to designhate a

representative pursuant to this section nmay not open or

operate a facility unless that representative is actually

enpl oyed full tine in the operation of the wholesaler and is

physically present at the pernitted establishnment of the
44
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1| whol esal er during regular worki ng hours, not including sick

2 | | eave, vacati on | eave and ot her authorized absences from worKk.
3| If the natural person desighated as the representative of a

4 | whol esal er | eaves the enpl oy of the whol esal er, thus |eaving

5] the wholesaler without a representative in violation of this

6 | section, the whol esal er shall

7 (a) |Inmediately cease conducting business in

8 | prescription drugs until another certified representative is

9 | enpl oyed and the wholesaler notifies the departnent in witing
10| of the identity of the new representative; and

11 (b) Not later than 48 hours after that person | eaves

12 ] its enploy, notify the departnent that the person designated
13| as the representative of the wholesaler has | eft the enpl oy of
14 | the whol esal er.

15 (8) Anobng other penalties authorized by law, a

16 | whol esal er that operates without a representative in violation
17 | of this section is subject to the i nmedi ate suspension of its
18 | license until it enploys a person certified under this section
19| to be its representati ve.
20 (9) The departnent shall adopt rules for the
21 | application content and process and for the testing required
22 | under this section
23 Section 10. Paragraph (a) of subsection (2) of section
24 | 499.013, Florida Statutes, is anended to read:
25 499. 013 Manufacturers of drugs, devices, and
26 | cosnetics; definitions, pernmts, and general requirenents.--
27 (2) Any person that engages in the manufacture of
28 | drugs, devices, or cosnetics in this state nust first obtain
29 | one of the following permits and nay engage only in the
30| activity allowed under that permt:
31
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(a) A prescription drug manufacturer's permt is
required for any person that nmanufactures a prescription drug
in this state; however, a person perfornm ng the nmanufacturing

operati ons of repackagi ng prescription drugs nust obtain a

prescription drug repackager permt.

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 at that establishnment 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
di stributor.

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

state and federal good manufacturing practices.

Section 11. Section 499.041, Florida Statutes, is
amended to read:

499. 041 Schedul e of fees for drug, device, and
cosnetic applications and pernits, product registrations, and
free-sale certificates.--

(1) The departnent shall assess applicants requiring a
manuf acturing pernit an annual fee within the ranges
established in this section for the specific type of
manuf act urer.

(a) The fee for a prescription drug nanufacturer's
permit may not be | ess than $500 or nore than $600 annually.

(b) The fee for a device manufacturer's pernit nmay not
be | ess than $500 or nore than $600 annually.

(c) The fee for a cosnetic manufacturer's permt nay
not be |l ess than $250 or nore than $400 annually.

46

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




Florida Senate - 2003 SB 2698
2-1448-03

1 (d) The fee for an over-the-counter drug

2 | manufacturer's pernit nmay not be |less than $300 or nore than
3| $400 annual ly.

4 (e) The fee for a conpressed nedi cal gas

5| manufacturer's pernit nmay not be |less than $400 or nore than
6 | $500 annual ly.

7 (f) The fee for a prescription drug repackager's

8| permit may not be less than $600 or nore than $750 annually.
9 (9) - A manufacturer may not be required to pay nore
10 | than one fee per establishnent to obtain an additiona

11 | manufacturing pernmt, but each manufacturer nust pay the

12 | highest fee applicable to his or her operation in each

13 | establ i shrment .

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

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

19| pernmit may not be |ess than$750$366 or nore than $950$466
20 | annual l y;

21 (b) The fee for a conpressed nedical gas whol esaler's
22 | permit may not be | ess than $200 or nore than $300 annually;
23 (c) The fee for an out-of-state prescription drug

24 | whol esaler's pernit may not be | ess than$400$266 or nore

25 | than$600%$366 annual | y;

26 (d) The fee for a nonresident prescription drug

27 | manufacturer's pernit may not be | ess than $300 or nore than
28 [$500 annual ly; however, a nonresident prescription drug

29 | manufacturer that distributes its prescription drugs from
30| multiple distribution establishnents throughout the country
31| may obtain additional pernits for each establishnent
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distributing the manufacturer's prescription drugs into this

state under the nmanufacturer's nane at a cost of $50 per

addi ti onal establishment.

(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 permt 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 | y;

(b) The fee for a nedical oxygen retail establishnent
permit may not be | ess than $200 or nore than $300 annually.
However, a nedical oxygen retail establishnent permt shall be

i ssued to a conpressed nedi cal gases manufacturer or to a

conpr essed nedi cal gases whol esal er at an annual cost of $25.

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

(5) In addition to the fee charged for a permt
requi red by ss. 499.001-499. 081, begrintng—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
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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 a person applying for

certification as a whol esal er representative a fee of $150,

pl us the cost of processing the crininal history record check

(10) (8) The department shall assess other fees as
provided in ss. 499.001-499. 081

Section 12. Subsection (2) of section 499.051, Florida
Statutes, is anended, and subsection (6) is added to that
section, to read

499. 051 Inspections and investigations.--

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

regardi ng any drug, device, or cosnetic product. Fhe—atuthority
w I I I . f
F . E o ’ ot w I ey
I I I I I I . I . I
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1 | under—chapter—465—TheDbepartrent—of—Business—and—Professional
5 Lot b I . . . F L

3 I hol I I . ey I I

4 oL . { kel ot he .

5 | regarding—drug—wholesale—acti-vi-ty—to—the bepartrent—of—Health—
6 (6) The authority to inspect under this section

7] includes the authority to access, review, and copy financial
8 | docunents related to activity regul ated under this chapter

9| The departnent shall namintain the confidentiality of financial
10 | docunents, other than invoices, accessed or copied and in the
11 | possession of the departnent. This subsection does not

12 | prohibit the departnent from using such information for

13 | regul atory or enforcenent proceedi ngs under this chapter or
14 | from providing such information to any | aw enforcenent agency
15| or any other regul atory agency. However, the receiving agency
16 | shall keep such records confidential as provided in this

17 | subsecti on.

18 Section 13. Subsection (7) is added to section

19 | 499. 066, Florida Statutes, to read:

20 499. 066 Penalties; renedies.--In addition to other

21 | penalties and other enforcenent provisions:

22 (7) Resignation or ternmnation of an affiliated party
23 | does not affect the departnent's jurisdiction to proceed with
24 | action to suspend or revoke a pernit, inpose other penalties,
25| or take other enforcenent actions authorized by | aw.

26 Section 14. Section 499.067, Florida Statutes, is

27 | anended to read:

28 499. 067 Denial, suspension, or revocation of permt,
29 | certification,or registration.--

30 (1) (a) The departnent nmay deny, suspend, or revoke a
31| permit if it finds that there has been a substantial failure
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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 if it is shown 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 permt;—

2. The applicant has not net the requirenents for the

permt or certification

3. The applicant has been found guilty, regardl ess of

adj udication, in a court of this state or other jurisdiction

of aviolation of a law that directly relates to a drug,

device, or cosnetic. A plea of nolo contendere constitutes a

finding of guilt for purposes of this subparagraph

4. The applicant has been disciplined by a regul atory

agency in any state for any offense that would constitute a
vi ol ation of ss. 499.001-499. 081
5. The applicant has a felony conviction under a

federal, state, or |ocal |aw

6. The applicant's past experience in nanufacturing or

di stributing drugs, devices, or cosnetics poses a public
heal th ri sk;
7. The applicant furnished fal se or fraudul ent

material in any application made in connection with

manuf acturing or distributing drugs, devices, or cosnetics;

8. Any permt currently or previously held by the

applicant for the manufacture or distribution of any drugs,
51
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devi ces, or cosnetics was suspended or revoked by a federal

state, or |ocal governnent;

9. The applicant failed to conply with pernmitting

requi renments under any previously granted permts;

10. The applicant failed to conply with requirenents

to maintain or nake available to the state permtting

authority or to federal, state, or local |aw enforcenent

officials those records required under this chapter

11. The applicant or any affiliated person of the

appl i cant has been arrested for a crine that is a felony and

the disposition of the charge is pending during the

application revi ew peri od;

12. The applicant is lacking in prescription drug

whol esal i ng experi ence;

13. The applicant does not possess the financial or

physi cal resources to operate in conpliance with this chapter

and the rul es adopted under this chapter

14. The applicant receives directly or indirectly

financial support and assi stance froma person who was an

affiliated person of a permit that authorized the whol esal e

di stribution of prescription drugs which was suspended or

revoked, other than through the ownership of stock in a

publicly traded conpany or a nutual fund;

15. The applicant receives directly or indirectly

financial support and assi stance 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 felony 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 adjudication
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1| withheld, other than through the ownership of stock in a

2| publicly traded conpany or a nutual fund;

3 16. The applicant for renewal of a permt under s.

41 499.012(2)(a) or (c) has not actively engaged in the whol esal e
5| distribution of prescription drug as denonstrated by the

6 | regular and systenmatic distribution of prescription drugs

7 | throughout the year as evidenced by at |east 12 transactions

8 | annual ly; or

9 17. Infornmation obtained in response to s.

101 499.012(2)(a) or (c), denpnstrates it would not be in the best
11| interest of the public health, safety, and welfare to issue

12 | the applicant a pernit.

13 (2) The departnent may deny, suspend, or revoke any

14 | registration required by the provisions of ss. 499.001-499. 081
15 ) for the violation of any provision of ss. 499.001-499. 081 or
16 | of any rul es adopted under those sections.

17 (3) The departnent may revoke or suspend a permt:

18 (a) If the pernit was obtained by m srepresentation or
19 | fraud or through a mi stake of the departnent;

20 (b) If the pernmit was procured, or attenpted to be

21 | procured, for any other person by making or causing to be nade
22 | any false representation; of

23 (c) If the pernittee has violated any provision of ss.
24 | 499. 001-499. 081 or rules adopted under those sections; or-—

25 (d) If a prescription drug whol esal er or out-of-state
26 | prescription drug whol esal er permttee whol esal es nore than 10
27 | percent of annual prescription drug purchases, net of returns,
28 | to other wholesalers that are not nenbers of the sane

29 | affiliated group

30 (4) If any pernit issued under ss. 499.001-499.081 is
31| revoked or suspended, the owner, nmnager, operator, or
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proprietor of the establishnment shall cease to operate as the
permt authorized, fromthe effective date of the suspension
or revocation until the person is again registered with the
departnment and possesses the required pernmt. |If a permt is
revoked or suspended, the owner, nmnager, or proprietor shal
renove all signs and synbols that identify the operation as
prem ses pernitted as a drug whol esaling establishnent; drug,
device, or cosnetic nanufacturing establishnent; or retai
establi shnent. The departnent shall determine the | ength of
time for which the permt is to be suspended. If a permt is
revoked, the person that owns or operates the establishnment
may not apply for any permt under ss. 499.001-499.081 for a
period of 1 year after the date of the revocation. A
revocation of a pernmit may be pernanent if the departnent
considers that to be in the best interest of the public
heal t h.

(5) The departnent may deny, suspend, or revoke a
permt issued under ss. 499.001-499. 081 whi ch authorizes the
permttee to purchase prescription drugs, if any owner
of ficer, enployee, or other person who participates in
admi ni stering or operating the establishnent 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
t hose sections or chapters, or any federal or state drug | aw,
regardl ess of whether the person has been pardoned, had her or
his civil rights restored, or had adjudication wi thheld.

(6) The departnent shall deny, suspend, or revoke the

permt of any person or establishnent if the assignnment, sale,

transfer, or |ease of an establishnent permtted under ss.

499. 001-499.081 will avoid an adninistrative penalty, civil

action, or crimnal prosecution.
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(7) Section 120.60(5) to the contrary notw thstandi ng
and pursuant to s. 499.01(4), the departnment is not required

to publish notice of the intended agency action to revoke a

permit and of the opportunity for hearing in a newspaper if

t he person noved or ceased operations but did not notify the

departnent and the departnent mailed a certified letter to the

nost recent nmailing address on record with the departnent and

to the registered agent listed by the Division of Corporations

for the permittee, but service was not acconpli shed.
Section 15. Section 499.069, Florida Statutes, is
amended to read:
499. 069 Punishnent for violations of s. 499. 005;
di sseni nation of false 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 comits +s—guitty—of a

m sdermeanor 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, except that any person who viol ates
subsection (8) or;subsection (10);—subseetion—~{(14)+—
stubseeti-on—{(15—o+r—subseetion—(+7A-of s. 499.005 with respect
to a device or cosnetic conmts is—gutty—of a felony of the
third degree, punishable as provided in s. 775.082, s.

775.083, or s. 775.084, or as otherw se provided in ss.
499. 001- 499. 081.
(2) Any person who violates any of the provisions of

s. 499.005 with respect to a drug commits a felony of the

third degree, punishable as provided in s. 775.082, s.
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775.083, or s. 775.084, or as otherw se provided in ss.
499. 001- 499. 081. A—persoenr—t+shot—stubjeect—to—thepenal-ties—of

stbsection{(1)—forhaving viotatedany of the provisions—of—s—

(3) A publisher, radio broadcast |icensee, or agency
or nedium for the dissenination of an advertisenent, except
t he manuf acturer, wholesaler, or seller of the article to
whi ch a fal se adverti senent relates, is not |liable under this
section by reason of the dissem nation 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 16. The Departnent of Health shall forma Drug
Whol esal er Advisory Board to neet at |east annually, for the

pur pose of reviewing and providing input into the drug

whol esal er licensing requirenents and process, and to advise

the departnent on issues affecting the whol esal e distribution

of drugs within or into this state.

(1) The Secretary of Health shall appoint nenbers to

t he board as foll ows:

(a) Two persons representing prescription drug

whol esal ers;
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(b) One person representing prescription drug

manuf act urers;

(c) One person representing pharnacies in this state;

(d) One person fromthe Agency for Health Care

Adm ni stration; and

(e) Two persons fromthe Departnment of Health.

(2) Menbers shall be appointed to 4-year terns and nay

be reappoi nt ed.

(3) The nenbers shall elect a chair anong the nenbers

of the board who shall serve for 1 year or until a successor

is elected.
(4) The nenbers of the advisory comittee shall serve

wi t hout conpensation, but are entitled to rei nbursenent for

travel and per di em expenses as provided in section 112,061,

Florida Statutes, while in the performance of their official

duti es.
Section 17. |If any provision of this act or its

application to any person or circunstance is held invalid, the

invalidity does not affect other provisions or applications of

the act which can be given effect without the invalid

provision or application, and to this end the provisions of

this act are severabl e.
Section 18. This act shall take effect July 1, 2003.

RSk S R R Ik R R IRk S bk O S S R

SENATE SUMVARY

Revi ses various provisions of the Florida Drug and . .
Cosnetic Act. Provides for the regul ation of prescription
drug rePackagers, nonr esi dent preScription. drug i
manuf acturersS, and freight forwarders. Revises permt
requi rements for prescription drug whol esal ers. Increases
permt_and certification fees. Provides enhanced

enalties for_ certain violations, Establishes the Drug

ol esal e Advisory Board. (See bill for details.)
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