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Fl ori da Senate - 2006 SENATOR ANMENDMENT
Bill No. HB 371, 1st Eng.
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CHAMBER ACTI ON
Senat e House

Fl oor: WD 2R
05/ 03/ 2006 06:21 PM

Senat or Peaden noved the foll owi ng anendrent :

Senate Amendnent (with title anendnment)

Bet ween |ines 205 and 206,

insert:

Section 3. Subsection (31) of section 499.003, Florida
Statutes, is anended to read

499. 003 Definitions of terms used in ss.
499. 001-499.081.--As used in ss. 499.001-499.081, the term

(31) "Pedigree paper" neans:

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

(b) Effective July 1, 2006, a docunent or electronic
form approved by the Departnent of Health and contai ning
i nformati on that records each distribution of any given | egend
drug, fromsale by a pharnaceutical manufacturer, through
acqui sition and sal e by any whol esal er or repackager, unti
final sale to a pharmacy or other person admi nistering or
di spensing the drug. The information required to be included
on a | egend drug's pedigree pager nmust at | east detail the
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amount of the |legend drug; its dosage formand strength; its
| ot numbers; the name and address of each owner of the | egend
drug and his or her signature; its shipping information,
i ncludi ng the name and address of each person certifying
delivery or receipt of the | egend drug; an invoice nunber, a
shi ppi ng docurment nunber, or another nunber uniquely
identifying the transaction; and a certification that the
reci pi ent whol esal er has authenticated the pedi gree papers. If
t he manufacturer or repackager has uniquely serialized the
i ndi vidual 1egend drug unit, that identifier must also be
i ncl uded on the pedigree. It nmust also include the naneg,
address, tel ephone nunber and, if available, e-mail contact
i nformation of each whol esal er involved in the chain of the
| egend drug's custody. The department shall adopt rules and a
formrelating to the requirenents of this paragraph no |ater
than 90 days after the effective date of this act; or-—

(c) Effective July 1, 2006, a docunment or el ectronic

form approved by the Departnent of Health and contai ning

information that records each distribution of any given |egend

drug, fromsale by a pharnaceutical nmanufacturer, through

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

final sale to a pharmacy or ot her person adninistering or

di spensing the drug; or, if a specific unit of the |egend drug

was purchased by a wholesaler, referred to in this paragraph

as _a "direct purchase wholesaler," directly fromthe

manuf acturer, an invoice for the specific unit of the | egend

drug together with a certificate under oath in witten or

el ectronic formstating that:

1. If the establishnment is not a nenber of an

affiliated group: "This establishment purchased the specific

unit of the legend drug directly fromthe nmanufacturer."”
2
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2. 1If the establishnment is a nmenber of an affiliated

group: "This establishment or a nenber of its affiliated group

purchased the specific unit of the legend drug directly from

t he manuf acturer."

A docunent _or electronic formthat neets the requirenents of

this paragraph shall constitute a sufficient pedigree paper

only for the purpose of a single sale or distribution

transaction in the specific unit of |egend drug by the direct

pur chase whol esaler to an entity authorized by |aw to purchase

| egend drugs. For each transaction of the specific unit of

| egend drug, the direct purchase wholesaler is required to

create a separate pedigree paper that neets the requirenents

of this paragraph and furni sh such pedi gree paper to any

subsequent purchaser. The pedi gree paper shall be prepared and

updated for every transfer follow ng the direct purchase

whol esal er's recei pt of the specific unit of |egend drug

directly fromthe manufacturer. The information required to be

i ncl uded on the docunment or electronic form approved by the

department pursuant to this paragraph and required of any

subsequent transfers of |egend drugs received by a direct

pur chase wholesaler in a transaction described in this

par agraph nust at | east detail the ampunt of the | egend drug;

its dosage formand strength; its |ot nunbers; the nane and

address of each owner of the |egend drug after it has left the

possessi on of the nmanufacturer and his or her signature; its

shipping information, including the nane and address of each

person certifying delivery or receipt of the |egend drug after

it has |left the possession of the nmanufacturer; an invoice

nunber, a shipping docunent nunber, or another nunber uni quely

identifying the transaction; and a certification that the
3
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reci pient direct purchase whol esal er has authenticated the

pedi gree papers as required in this paragraph. If the

manuf act urer _or repackager has uniquely serialized the

i ndi vidual | egend drug unit, that identifier nust also be

i ncl uded on the form approved by the departnment and is

requi red of any subsequent transfers of prescription drugs

received by a direct purchase whol esaler in a transaction

governed by this paragraph. The pedi gree paper nust al so

i nclude the nanme, address, tel ephone nunber, and, if

avail able, e-mnil contact infornmation of each whol esal er

involved in the chain of custody of the | egend drug. The

department shall adopt rules and a formrelating to the

requi rements of this paragraph

Section 4. Subsection (29) of section 499.005, Florida
Statutes, is anended to read

499.005 Prohibited acts.--1t is unlawful for a person
to performor cause the perfornance of any of the follow ng
acts in this state:

(29) The receipt of a prescription drug pursuant to a
whol esal e distribution without either first receiving a
pedi gree paper that was attested to as accurate and conplete
by the whol esal e distributor or conplying with the provisions

of s. 499.0121(6)(f)6.

Section 5. Section 499.006, Florida Statutes, is
amended 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

4
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filth or rendered injurious to health;

(3) If it is a drug and the methods 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 conformty with, current good nanufacturing
practices to assure that the drug neets the requirenents of
ss. 499.001-499. 081 and that the drug has the identity and
strength, and neets the standard of quality and purity, which
it purports or is represented to possess;

(4) If it is a drug and its container is conposed, in
whol e or in part, of any poisonous or del eterious substance
whi ch coul d render the contents injurious to health;

(5) If it is a drug 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
t he nane of which is recognized in the official conpendi 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 must be nade
in accordance with the tests or methods 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 conpendiumif its difference in

5
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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;

(8) If it is a drug:

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

(b) For which any substance has been substituted
whol ly or in part;

(9) If it is a drug or device for which the expiration
dat e has passed; o+

(10) If it is a legend drug for which the required
pedi gree paper is nonexistent, fraudul ent, or inconplete under
the requirenents of ss. 499.001-499.081 or applicable rules,
or that has been purchased, held, sold, or distributed at any
time by a person not authorized under federal or state lawto
do so; or-

(11) If it is a prescription drug subject to, defined

by, or described by s. 503(b) of the Federal Food, Drug, and

Cosnetic Act which has been returned by a veterinarian to a

limted prescription drug veterinary whol esal er

Section 6. Subsection (1) and paragraph (d) of
subsection (2) of section 499.01, Florida Statutes, are
amended to read:

499.01 Permts; applications; renewal; genera
requirenents. --

(1) Prior to operating, a permt is required for each
person and establishnent that intends to operate as:

(a) A prescription dru% manuf act urer;
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(b) A prescription drug repackager
(c) An over-the-counter drug manufacturer
(d) A compressed nedical gas manufacturer
(e) A device manufacturer
(f) A cosnetic manufacturer;
(g) A prescription drug whol esal er
(h) A veterinary prescription drug whol esal er
(i) A compressed nedical gas whol esal er
(j) An out-of-state prescription drug whol esal er
(k) A nonresident prescription drug manufacturer
(1) A freight forwarder

(m Aretail pharnmacy drug whol esal er

(n) A veterinary |legend drug retail establishment;
(o) A nedical oxygen retail establishment;

(p) A conmplinentary drug distributor; e+

(g) Arestricted prescription drug distributor; or-—
(r) Alimted prescription drug veterinary whol esal er
(2)

(d) A permt for a prescription drug manufacturer
prescription drug repackager, prescription drug whol esal er

limted prescription drug veterinary whol esaler, or retai

phar macy whol esal er may not be issued to the address of a
health care entity or to a pharnmacy |icensed under chapter

465, except as provided in this paragraph. The departnent nay
i ssue a prescription drug nanufacturer permt to an applicant
at the sane address as a l|licensed nucl ear pharnacy, which is a
health care entity, for the purpose of nmanufacturing
prescription drugs used in positron em ssion tonography or

ot her radi opharnmaceuticals, as listed in a rule adopted by the
department pursuant to this paragraph. The purpose of this
exenption is to assure availability of state-of-the-art

7
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pharmaceuticals that woul d pose a significant danger to the
public health if manufactured at a separate establishment
address fromthe nucl ear pharmacy from which the prescription
drugs are dispensed. The department may al so i ssue a retai
phar macy whol esal er permt to the address of a community
pharmacy |icensed under chapter 465 which does not neet the
definition of a closed pharmacy in s. 499. 003.

Section 7. Paragraph (g) of subsection (2) of section
499. 012, Florida Statutes, is amended, and paragraph (h) is
added to that subsection, to read:

499. 012 Whol esale distribution; definitions; permts;
applications; general requirements.--

(2) The follow ng types of wholesaler pernts are
est abl i shed:

(g) A veterinary prescription drug whol esal er
permt.--A veterinary prescription drug whol esaler permt is
required for any person that engages in the distribution of
veterinary prescription drugs in or into this state. A
veterinary prescription drug whol esal er that also distributes
prescription drugs subject to, defined by, or described by s.
503(b) of the Federal Food, Drug, and Cosnetic Act which it
did not manufacture nust obtain a permit as a prescription
drug whol esaler, an e+ out-of-state prescription drug

whol esaler, or a limted prescription drug veterinary

whol esaler in lieu of the veterinary prescription drug

whol esal er permit. A veterinary prescription drug whol esal er
nmust conply with the requirenents for whol esal e distributors
under s. 499.0121, except those set forth in s.
499.0121(6)(d), (e), or (f).

(h) Limted prescription drug veterinary whol esal er

pernmt.--Unless engaging in the activities of and permtted as
8
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a _prescription drug manufacturer, nonresident prescription

drug manuf acturer, prescription drug whol esal er, or

out-of -state prescription drug wholesaler, a linmted

prescription drug veterinary whol esaler permt is required for

any person that engages in the distribution in or into this

state of veterinary prescription drugs and prescription drugs

subject to, defined by, or described by s. 503(b) of the

Federal Food, Drug, and Cosnetic Act to veterinarians under

the follow ng conditions:

1. The person is engaged in the business of

whol esal i ng prescription and veterinary |egend drugs to

persons:

a. Licensed as veterinarians practicing on a full-tine

basi s;

—_—

b. Regularly and lawfully engaged in instruction in

veterinary nedicine;

c. Reqularly and lawfully engaged in | aw enforcenent;

d. For use in research, not involving clinical use; or

e. For use in chem cal analysis or physical testing,

for the purposes of instruction in |aw enforcenent, research

or testing.

2. No nore than 30 percent of prescription drug sales

may be prescription drugs approved for human use which are

subject to, defined by, or described by s. 503(b) of the

Federal Food, Drug, and Cosnetic Act.

3. The person is not pernmitted, |licensed, or otherw se

authorized in any state to whol esal e prescription drugs

subject to, defined by, or described by s. 503(b) of the

Federal Food, Drug, and Cosnetic Act to any person who is

aut horized to sell, distribute, purchase, trade, or use these

drugs on or for humans.
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4. Alinmted prescription drug veterinary whol esal er

that applies to the departnent for a new pernit or the renewal

of a permit nmust submit a bond of $20,000, or other equival ent

neans of security acceptable to the departnment, such as an

irrevocable letter of credit or a deposit in a trust account

or financial institution, payable to the Florida Drug, Device,

and Cosnetic Trust Fund. The purpose of the bond is to secure

paynent of any admi nistrative penalties inposed by the

department _and any fees and costs incurred by the departnent

regarding that pernmt which are authorized under state | aw and

which the permttee fails to pay 30 days after the fine or

costs becone final. The departnent nmay make a cl ai m agai nst

such bond or security until 1 year after the permttee's

|l icense ceases to be valid or until 60 days after any

admi nistrative or |legal proceeding authorized in ss.

499. 001-499. 081 which involves the pernmttee is concl uded,

i ncl udi ng _any appeal , whi chever occurs | ater

5. Alimted prescription drug veterinary whol esal er

nmust maintain at all tinmes a license or pernmit to engage in

t he whol esal e distribution of prescription drugs in conpliance

with laws of the state in which it is a resident.

6. A limted prescription drug veterinary whol esal er

must _conply with the requirenments for whol esale distributors

under s. 499.0121, except that a limted prescription drug

veterinary wholesaler is not required to provide a pediqgree

paper _as required by s. 499.0121(6)(f) upon the whol esal e

distribution of a prescription drug to a veterinarian

7. Alimted prescription drug veterinary whol esal er

may not return to inventory for subsequent whol esal e

di stribution any prescription drug subject to, defined by, or

descri bed by s. 503(b) of the Federal Food, Drug, and Cosnetic
10
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Act _which has been returned by a veterinarian

8. An out-of-state prescription drug whol esaler's

pernmit or alimted prescription drug veterinary whol esal er

permit is not required for an intraconpany sale or transfer of

a prescription drug froman out-of-state establishnment that is

duly licensed to engage in the whol esal e distribution of

prescription drugs in its state of residence to a licensed

limted prescription drug veterinary wholesaler in this state

i f both whol esal ers conduct whol esal e di stributions of

prescription drugs under the same busi ness nane. The

recordkeepi ng requirenents of s. 499.0121(6) nust be foll owed

for this transaction.

Section 8. Paragraph (f) of subsection (6) of section
499. 0121, Florida Statutes, is anmended to read:

499. 0121 Storage and handling of prescription drugs;
recor dkeepi ng. - - The departnent shall adopt rules to inplenent
this section as necessary to protect the public health,
safety, and welfare. Such rules shall include, but not be
limted to, requirenents for the storage and handling of
prescription drugs and for the establishment and nai nt enance
of prescription drug distribution records.

(6) RECORDKEEPI NG --The departnent shall adopt rules
that require keeping such records of prescription drugs as are
necessary for the protection of the public health.

(f)1. Effective July 1, 2006, each person who is
engaged in the whol esale distribution of a prescription drug
and who is not the manufacturer of that drug must, before each
whol esal e distribution of such drug, provide to the person who
recei ves the drug a pedigree paper as defined in s.
499.003(31).

2. A repackager nust conmply with this paragraph
5:29 PM  05/03/06 t h037105elc-02-11a
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3. The pedi gree paper requirenents in this paragraph
do not apply to conmpressed nedi cal gases or veterinary |egend
dr ugs.

4. Each whol esal e distributor of prescription drugs
nmust naintain separate and distinct fromother required
records all statements that are required under subparagraph 1

5. In order to verify conpliance with subparagraph
(d)1., each manufacturer of a prescription drug sold in this
state nust nake avail abl e upon request distribution
docunentation related to its sales of prescription drugs,
regardl ess of whether the prescription drug was sold directly
by the manufacturer to a person in Florida.

6. Subparagraph 1. does not apply to a whol esal e

distributor that takes title to, but not possession of, a

prescription drug and the prescription drug's manufacturer

ships the prescription drug directly to a person _authorized by

| aw to adni ni ster or di spense prescription drugs or a nenber

of an affiliated group, except a repackager, described in

par agraph (h).

a. The whol esale distributor nust send an invoice to

t he purchaser of the prescription drug that contains a clear

cross-reference to the shipping docunent sent by the

manuf acturer to the purchaser of the prescription drug.

b. The purchaser of the prescription drug nmust obtain

a_shi ppi ng docunent fromthe manufacturer that contains, at a

m _ni_mun

(1) The nanme _and address of the nmnufacturer

including the point of origin of the shipnent; the whol esal er

and t he purchaser.

(11) The nane of the prescription drug as it appears

on the | abel

12
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(I11) The quantity, dosage form and strength of the

prescription drug.

(IV) The date of the shipnment.

Cc. The manufacturer nust also nake available to the

department, upon regquest, the |lot nunmber of the prescription

drug if the lot nunber is not contained in the shipping

docunent received by the purchaser

7. The departnent may by rule define alternatives to

conpliance with subparagraph 1. for a prescription drug in the

inventory of a pernmitted prescription drug whol esal er as of

June 30, 2006, and the return of a prescription drug purchased

prior to July 1, 2006. The departnent may specify tine linits

for such alternatives.

Section 9. Paragraph (d) of subsection (1) of section
499. 0122, Florida Statutes, is amended to read:

499. 0122 Medical oxygen and veterinary |egend drug
retail establishments; definitions, pernits, genera
requirenents. --

(1) As used in this section, the term

(d) "Veterinary legend drug retail establishment”
neans a person pernitted to sell veterinary |egend drugs to
the public er—to—veterinartans- but does not include a
pharmacy |icensed under chapter 465.

1. The sale to the public rmust be based on a valid
witten order froma veterinarian licensed in this state who
has a valid client-veterinarian relationship with the
purchaser's ani nal .

2. Veterinary |l egend drugs may not be sold in excess
of the anmount clearly indicated on the order or beyond the
date indi cated on the order

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

13
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4. A veterinary legend drug retail establishnment my
not purchase, sell, trade, or possess human prescription drugs
or any controll ed substance as defined in chapter 893.

5. A veterinary legend drug retail establishment nust
sell a veterinary legend drug in the original, sealed
manuf acturer's container with all [abeling intact and | egible.
The departnment nmay adopt by rul e additional |abeling
requirenents for the sale of a veterinary | egend drug.

Section 10. Paragraph (h) is added to subsection (2)
of section 499.041, Florida Statutes, to read:

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

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

(h) The fee for a limted prescription drug veterinary

whol esaler's permt may not be |l ess than $300 or nore than

5500 annual | y.

Section 11. Subsections (1) and (3) of section
499. 065, Florida Statutes, are anmended to read:

499. 065 | nm nent danger. --

(1) Notwithstanding s. 499.051, the department shal
i nspect each prescription drug whol esal e establishnent,
prescription drug repackager establishment, veterinary
prescription drug whol esale establishnment, limted

prescription drug veterinary whol esal er establishnent, and

retail pharmacy drug whol esal er establishnent that is required

to be pernmitted under this chapter as often as necessary to

ensure conpliance with applicable |aws and rules. The
14

5:29 PM 05/03/06 h037105elc- 02-11a




© 00 N O O b~ W N P

W W N N N D N N NN DN DN P P PP, PP PR
b O © 0o N o o A~ W N PP O ©W 0 N o o~ WwWN B+ o

Fl ori da Senate - 2006 SENATOR ANMENDMENT
Bill No. HB 371, 1st Eng.

Bar code 690302
departrent shall have the right of entry and access to these
facilities at any reasonable tinmne.
(3) The departnent may determ ne that a prescription
drug whol esal e establishment, prescription drug repackager
establ i shnent, veterinary prescription drug whol esal e

establishnent, |limted prescription drug veterinary whol esal er

establishnent, or retail pharmacy drug whol esal er

establishnent that is required to be permitted under this
chapter is an inmnent danger to the public health and shal
require its inmediate closure if the establishnent fails to
conply with applicable | aws and rul es and, because of the
failure, presents an inmnent threat to the public's health,
safety, or welfare. Any establishment so deened and cl osed
shall remain closed until allowed by the department or by

judicial order to reopen

For purposes of this section, a refusal to allowentry to the
department for inspection at reasonable tinmes, or a failure or
refusal to provide the department with required docunentation
for purposes of inspection, constitutes an inmm nent danger to
t he public health.

Section 12. Paragraph (e) of subsection (3) of section
499. 0661, Florida Statutes, is amended to read:

499. 0661 Cease and desist orders; renoval of certain
persons. - -

(3) REMOVAL OF AFFI LI ATED PARTI ES BY THE DEPARTMENT. - -

(e)1. The chief executive officer, designated
representative, or the person holding the equivalent office,
of a permittee shall pronptly notify the department if she or
he has actual know edge that any affiliated party is charged
with a felony in a state or federal court.
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2. \Wenever any affiliated party is charged with a
felony in a state or federal court or with the equivalent of a
felony in the courts of any foreign country with which the
United States maintains diplomatic relations, and the charge
al l eges violation of any |aw i nvol ving prescription drugs,
pharmaceuticals, fraud, theft, or noral turpitude, the
department may enter an energency order suspending the
affiliated party or restricting or prohibiting participation
by the affiliated party in the affairs of the particular
permittee or of any other permittee upon service of the order
upon the permittee and the affiliated party charged. The order
must contain notice of opportunity for a hearing pursuant to
ss. 120.569 and 120.57, where the affiliated party may request
a postsuspensi on hearing to show that continued service to or
participation in the affairs of the pernmttee does not pose a
threat to the public health or the interests of the permittee
and does not threaten to inpair public confidence in the
permittee. In accordance with applicable departnmental rules,
t he departnent shall notify the affiliated party whether the
order suspendi ng or prohibiting the person from participation
inthe affairs of a permittee will be rescinded or otherw se
nodi fi ed. The energency order remamins in effect, unless
ot herwi se nodified by the department, until the crimna
charge is disposed of. The acquittal of the person charged, or
the final, unappeal ed dism ssal of all charges agai nst the
person, dissolves the energency order but does not prohibit
the departnent frominstituting proceedi ngs under paragraph
(a). If the person charged is convicted or pleads guilty or
nol o contendere, whether or not an adjudication of guilt is
entered by the court, the emergency order shall become final

3. \Whenever a permittee is charged with violation of
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S. 499.0051 or s. 499.0052, the departnent may enter an

energency order suspending the permttee's pernt. The order

nmust _contain notice of opportunity for a hearing pursuant to

ss. 120.569 and 120.57, where a permttee may request a

post suspensi on _hearing to show that continued operation by the

permttee under his or her pernt does not pose a threat to

the public health and does not threaten to inpair public

confidence in the permittee. In accordance with applicable

departnmental rules, the departnment shall notify the permttee

whet her the order suspending the permit of the permttee wll

be rescinded or otherwi se nodified. The enmergency order

remains in effect, unless otherwi se nodified by the

departnment, until the crimnal charge is disposed of. The

acquittal of the pernmttee charged, or the final, unappeal ed

dism ssal of all charges against the pernmttee, dissolves the

energency order but does not prohibit the departnent from

instituting proceedi ngs under paragraph (a). If a permttee

charged with a violation of s. 499.0051 or s. 499.0052 is

convicted or pleads quilty or nol o contendere, whether or not

an adjudication of guilt is entered by the court, the

energency order shall becone final

4. The departnent shall publish on its website a |ist

of all pernittees agai nst whom an_energency order or _a

per manent _order under this section is entered.

Section 13. Subsections (8) and (9) are added to
section 499.067, Florida Statutes, to read:

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

(8) The departnent shall deny an application for a

permit for an establishnent if the applicant, any person named

pursuant to s. 499.012(3)(k) in the applicant's application
17
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or the person designated pursuant to s.

499.012(11) by the

applicant has been convicted or

pl eaded quilty or nolo

contendere to a violation of s.

499. 0051 or s. 499. 0052,

whet her _or not an adj udi cation

of quilt is entered by the

court.

(9) The departnment shal

revoke the permt of an

establishnment if the permttee,

any person naned pursuant to

s. 499.012(3)(k) in the permtt

ee's application, or the person

desi gnat ed pursuant to_s.

499.012(11) by the permttee has

been convicted or

nol o contendere to a

pl eaded quilty or

violation of s. 499.0051 or_s.

499. 0052, whet her or

not an

adj udi cation of quilt

is entered by the court.

(Redesi gnat e subsequent sections.)

TLE
And the title is anended as fol |l ows:
On line 26, after the sem col on
i nsert:
amendi ng s. 499.003, F.S.

definition;

AMENDMENT

anmendi ng a

requiring the Departnent of Health

to approve a docunent or electronic form

relating to pedigree papers;
requi renents for
certain distributions of
s. 499.005, F. S ;
relating to pedigree papers;
499. 006, F.S.;
adul terated if it
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drug that has been returned by a veterinarian
to alimted prescription drug veterinary
whol esal er; anending s. 499.01, F.S.; requiring
alimted prescription drug veterinary
whol esal er to obtain a permit for operation
fromthe Department of Health; providing that a
permt for alimted prescription drug
veterinary whol esal er may not be issued to the
address of certain health care entities;
amending s. 499.012, F.S.; revising permt
requirenents for a veterinary prescription drug
whol esal er that distributes prescription drugs;
establishing a permt for alimted
prescription drug veterinary whol esal er
provi di ng requirements; providing an exception
amending s. 499.0121, F.S.; requiring certain
whol esal e distributors taking title to a
prescription drug to provide an invoice to the
purchaser containing certain information;
requiring a purchaser of a prescription drug to
obtain fromthe manufacturer a shipping
docunent containing specified informtion;
requiring a manufacturer to nake certain
i nformati on avail able to the department;
aut hori zing the departnent to adopt certain
rules relating to the inventory and return of
certain prescription drugs; anending s.
499. 0122, F.S.; redefining the term"veterinary
| egend drug retail establishnent”; anending s.
499.041, F.S.; requiring the departnent to

assess an annual fee within a certain nonetary
19
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range for a limted prescription drug
veterinary whol esal er pernit; amending s.
499. 065, F.S.; requiring the departnent to
i nspect each limted prescription drug
veteri nary whol esal er establishment;
aut horizing the departnent to determ ne that a
limted prescription drug veterinary whol esal er
establishnent is an inmm nent danger to the
public; amending s. 499.0661, F.S.; providing
for emergency suspension of a permittee if
charged with specified violations; requiring
the department to publish a list of certain
permttee nanes; anending s. 499.067, F.S.
prohi biting i ssuance of permits to specified
applicants; requiring revocati on of permts of

specified pernmittees;
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