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By the Cormittee on Health, Aging, and Long-Term Care; and
Senat or Fasano

317-2104-04
1 A bill to be entitled
2 An act relating to veterinary prescription
3 drugs; anmending s. 499.003, F.S.; defining the
4 term"veterinary prescription drug whol esal er”;
5 anending s. 499.01, F.S.; requiring a person or
6 establishnent to obtain a pernit in order to
7 operate as a veterinary prescription drug
8 whol esal er; anending s. 499.012, F.S.
9 requiring a person to have a veterinary
10 prescription drug whol esaler pernit to
11 di stribute veterinary prescription drugs in or
12 into this state; requiring a veterinary
13 prescription drug whol esal er that al so
14 di stributes human prescription drugs that it
15 did not manufacture to obtain a prescription
16 drug whol esal er or out-of-state prescription
17 drug whol esal er permit in lieu of the
18 veterinary prescription drug whol esal er permt;
19 anending s. 499.0121, F.S.; requiring certain
20 prescription whol esalers to use due diligence
21 when purchasing prescription drugs from ot hers;
22 anending s. 499.041, F.S.; requiring an annua
23 fee for a veterinary prescription drug
24 whol esal er's pernmit; anending s. 499.065, F.S.
25 requiring the Departnent of Health to inspect
26 veterinary prescription drug whol esal e
27 establ i shnents; authorizing the department to
28 cl ose such establishment if it creates an
29 i mm nent danger to the public health; providing
30 an effective date.
31
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1| Be It Enacted by the Legislature of the State of Florida:

2

3 Section 1. Subsection (40) is added to section

4] 499.003, Florida Statutes, to read:

5 499. 003 Definitions of ternms used in ss.

6 | 499.001-499.081.--As used in ss. 499.001-499.081, the term
7 (40) "Veterinary prescription drug whol esal er" neans
8 | any person engaged in whol esal e distribution of veterinary

9| prescription drugs in or into this state.

10 Section 2. Subsection (1) of section 499.01, Florida
11| Statutes, is anended to read:

12 499.01 Pernits; applications; renewal; genera

13 | requirenents. --

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

=
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~
D

N—r

A prescription drug manufacturer;

=
\l
~
=)}
N—r

A prescription drug repackager;

=
o

~
9]

N—r

An over-the-counter drug nanufacturer

=
©
~
o
N—r

A conpressed nedi cal gas nmanufacturer;

N

o
—~

1)
~—

A devi ce manuf acturer;

21 (f) A cosnetic nmanufacturer

22 (g) A prescription drug whol esal er

23 (h) A veterinary prescription drug whol esal er
24 (i) th)y A conpressed nedi cal gas whol esal er

25 (j)t) An out-of-state prescription drug whol esal er
26 (k) > A nonresident prescription drug manufacturer
27 (1) k) A freight forwarder

28 (M) Aretail pharnmacy drug whol esal er

29 (n) M- A veterinary | egend drug retail establishnent;
30 (0) tn)y A nedical oxygen retail establishnent;

31 (p)fte)y A conplinmentary drug distributor; or
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1 (q)ftp)y Arestricted prescription drug distributor

2 Section 3. Paragraph (g) is added to subsection (2) of
3| section 499.012, Florida Statutes, to read:

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

6 (2) The followi ng types of wholesaler pernits are

7 | established:

8 (g) A veterinary prescription drug whol esal er

9| pernmit.--A veterinary prescription drug whol esaler permt is
10| required for any person that engages in the distribution of
11| veterinary prescription drugs in or into this state. A

12 | veterinary prescription drug whol esaler that al so distributes
13 | prescription drugs subject to, defined by, or described by s.
14 | 503(b) of the Federal Food, Drug, and Cosnetic Act which it
15 ] did not manufacture nmust obtain a permt as a prescription

16 | drug whol esal er or out-of-state prescription drug whol esal er
171 in lieu of the veterinary prescription drug whol esal er pernit.
18 | A veterinary prescription drug whol esal er nust conply with the
19 | requirenents for whol esal e distributors under s. 499.0121

20 | except those set forth in s. 499.0121(6)(d), (e), or (f).

21 Section 4. Subsection (12) of section 499.0121

22| Florida Statutes, is anended to read:

23 499. 0121 Storage and handling of prescription drugs;
24 | recor dkeepi ng. --The departnent shall adopt rules to inplenent
25| this section as necessary to protect the public health,

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

27| limted to, requirenents for the storage and handl i ng of

28 | prescription drugs and for the establishment and nai nt enance
29 | of prescription drug distribution records.

30 (12) DUE DI LI GENCE OF SUPPLI ERS. --Prior to purchasing
31| any prescription drugs from anot her whol esal e drug
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di stributor, a wholesale drug distributor, a prescription drug

whol esal er, an out-of-state prescription drug wholesaler, or a

prescription drug repackager, nust:

(a) Enter an agreenment with the selling whol esal e drug
di stributor by which the selling whol esal e drug distributor
will indemify the purchasi ng whol esal e drug distributor for
any | oss caused to the purchasi ng whol esal e drug di stri butor
related to the purchase of drugs fromthe selling whol esal e
drug distributor which are determned to be counterfeit or to
have been distributed in violation of any federal or state |aw
governing the distribution of drugs.

(b) Deternmine that the selling whol esal e drug
di stributor has insurance coverage of not |ess than the
greater of 1 percent of the anount of total dollar vol une of
the prescription drug sales reported to the departnent under
purstant—to s. 499.012(3)(g) or $500,000; however the coverage
need not exceed $2 mllion

(c) Obtain information fromthe selling whol esal e drug
distributor, including the length of tinme the selling
whol esal e drug distributor has been licensed in this state, a
copy of the selling wholesale drug distributor's |icenses or
permts, and background infornmation concerning the ownership
of the selling wholesale drug distributor, including the
experience of the wholesale distributor in the whol esal e
di stribution of prescription drugs.

(d) Verify that the selling whol esal e drug
distributor's Florida pernmit is valid.

(e) Inspect the selling wholesale drug distributor's
| icensed establishnent to docurment that it has a policies and
procedures manual relating to the distribution of drugs, the
appropriate tenperature controlled environnment for drugs
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requiring tenperature control, an alarmsystem appropriate
access restrictions, and procedures to ensure that records
related to the whol esal e distribution of prescription drugs
are mai ntained as required by | aw

1. Before purchasing any drug fromthe whol esal e drug
distributor, and at | east once each subsequent year; or

2. Before purchasing any drug fromthe whol esal e drug
di stributor, and each subsequent year obtain a conpl ete copy
of the nobst recent inspection report for the establishnent
whi ch was prepared by the departnent or the regul atory
authority responsi ble for wholesale drug distributors in the
state in which the establishnment is |ocated.

Section 5. Paragraph (g) is added to subsection (2) of
section 499.041, Florida Statutes, to read:

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

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

(g) The fee for a veterinary prescription drug

whol esal er's pernit may not be | ess than $300 or nore than

$500 annual ly.

Section 6. Section 499.065, Florida Statutes, is
amended to read:

499. 065 | mmi nent danger. --

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

prescription drug whol esal e establishnent,and retail pharmacy
5
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drug whol esal er establishnent that is required to be pernitted
under this chapter as often as necessary to ensure conpliance
with applicable laws and rul es. The departnent shall have the
right of entry and access to these facilities at any
reasonabl e time.

(2) To protect the public from prescription drugs that
are adulterated or otherwi se unfit for human or aninm
consunption, the departnent nmay exam ne, sanple, seize, and
stop the sale or use of prescription drugs to determ ne the
condition of those drugs. The departnent nmay i medi ately seize
and renove any prescription drugs if the Secretary of Health
or his or her designee determnes that the sueh prescription
drugs represent a threat to the public health. The owner of
any property seized under this section may, within 10 days
after the seizure, apply to a court of conpetent jurisdiction
for whatever relief is appropriate. At any tine after 10 days,
t he departnent may destroy the drugs as contraband.

(3) The departnent may deternine that a prescription
drug whol esal e establ i shnent, prescription drug repackager
establ i shnent, veterinary prescription drug whol esal e

establi shnent,or retail pharmacy drug whol esal er

establishnent that is required to be permtted under this
chapter is an inmnent danger to the public health and shall
require its imediate closure if the sueh establishment fails
to conply with applicable laws and rul es and, because of the
steh failure, presents an inminent threat to the public's
health, safety, or welfare. Any establishnent so deened and
cl osed shall remain closed until allowed by the departnent or
by judicial order to reopen
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For purposes of this section, a refusal to allow entry to the
departnment for inspection at reasonable tines, or a failure or
refusal to provide the departnent with required docunentation
for purposes of inspection, constitutes an inmm nent danger to

the public health.
Section 7. This act shall take effect July 1, 2004.

STATEMENT OF SUBSTANTI AL CHANGES CONTAI NED | N
COW TTEE SUBSTI TUTE FOR
Senate Bill 1824

The Committee Substitute revises the definition of "veterinary
prescription drug wholesaler” to delete a prohibition that a
veterinary prescfription drug whol esal er nay not sell anK
veterinary prescription drugs to an person or entity other
than an ahinmal health entity. Veterihary prescription drug
whol esal ers are no | onger nade exenpt fromthe definition of
"whol esal e distribution” and "whol esal e distributor.”

A veterinary prescription drug whol esal er that al so

di stributes prescription drugS approved or intended for hunman
use whi ch the whol esal er di d " not nmnufacture nust obtain a
permt_as a prescrhﬁtlon drug whol esal er or out-of-state
prescription drug ol esaler. A veterinary prescrhﬁtlon drug
whol esal er nust Conply with the requirenents for ol esal e

di stributors under s.”499.0121, F.S., except the pedigre
paper requirenents in subsection (6)(d), (e), pr_Pf) of  s.
499.0121, F.S., and the requirenents for due diligence in s.
499.0121(12), E.S.
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