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Fl ori da Senate - 2007 SB 2122
By Senator Baker

20- 1330A- 07
A Dbill to be entitled

An act relating to the distribution of
veterinary drugs; anending s. 499.012, F.S.
revising the |ist of persons who are required
to have a |linmted prescription drug veterinary
whol esal er permt in order to engage in the
di stribution of veterinary prescription drugs;
deleting a provision that requires that certain
persons obtain a linmted prescription drug
veterinary whol esal er pernit; providing an

effective date.

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

Section 1. Paragraph (h) of subsection (2) of section
499. 012, Florida Statutes, is amended to read:

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

(2) The followi ng types of whol esaler pernmits are
est abl i shed:

(h) Linmted prescription drug veterinary whol esal er
permt.--Unless engaging in the activities of and permtted as
a prescription drug manufacturer, nonresident prescription
drug manuf acturer, prescription drug whol esal er, or
out-of -state prescription drug wholesaler, a limted
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
subj ect to, defined by, or described by s. 503(b) of the
Federal Food, Drug, and Cosmetic Act under the follow ng
condi tions:
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1 1. The person is engaged in the business of

2| whol esaling prescription and veterinary |egend drugs to

3| persons:

4 a. Licensed as veterinarians practicing on a full-tine
5| basis;

6 b. Regularly and lawfully engaged in instruction in

7| veterinary medicine;

8 c. Regularly and lawfully engaged in | aw enforcenent

9| activities;

10 d. For use in research not involving clinical use; e+
11 e. For use in chem cal analysis or physical testing or
12| for purposes of instruction in |law enforcenment activities,

13| research, or testing, or—

14 f. Holding a veterinary prescription drug whol esal er
15| permit, linmted prescription drug veterinary whol esal er

16| permit, a substantially equivalent authorization, permt, or
17| license issued by another state, or an authorization, license,
18| or permt to engade in the wholesale distribution of

19| prescription drugs issued by another state that does not issue
20| a_substantially equivalent permt.

21 2. No nore than 30 percent of total annua

22| prescription drug sales nay be prescription drugs approved for
23| human use which are subject to, defined by, or described by s.
24| 503(b) of the Federal Food, Drug, and Cosnetic Act.

25 3—Fhe—persen—+s—not—permtted—H-eensed—or—otherwise
26 | autherized—in—anystateto—wholesale preseription—drugs

27| subjeet—to—definedby—or—deseribedbys—503(b}—ofthe

28| Federal—teood—brug—and—Cosnetic—Act—to—anyperson—who—is

29 ; ; ; ;

30| drugs—en—er—Ffor—hurans—

31
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3.4~ Alimted prescription drug veterinary whol esal er
that applies to the departnment for a new permt or the renewa
of a permt must submt a bond of $20,000, or other equival ent
nmeans of security acceptable to the departnent, such as an
irrevocable letter of credit or a deposit in a trust account
or financial institution, payable to the Florida Drug, Device,
and Cosnetic Trust Fund. The purpose of the bond is to secure
payment of any administrative penalties inposed by the
departnment and any fees and costs incurred by the departnent
regarding that permt which are authorized under state | aw and
which the permittee fails to pay 30 days after the fine or
costs becone final. The departnent may make a cl ai m agai nst
such bond or security until 1 year after the permittee's
license ceases to be valid or until 60 days after any
admi ni strative or |egal proceeding authorized in ss.
499. 001- 499. 081 which involves the permittee is concl uded,
i ncl udi ng any appeal, whichever occurs |ater

4.5~ A limted prescription drug veterinary whol esal er
must maintain at all tines a license or permit 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.

5.6~ Alimted prescription drug veterinary whol esal er
nmust 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 pedigree
paper as required by s. 499.0121(6)(f) upon the whol esal e
distribution of a prescription drug to a veterinarian.

6.7 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
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1| described by s. 503(b) of the Federal Food, Drug, and Cosnetic

2| Act which has been returned by a veterinarian.

3 7.8~ An out-of-state prescription drug whol esaler's

4| permit or a limted prescription drug veterinary whol esal er

5| permit is not required for an intraconpany sale or transfer of

6| a prescription drug froman out-of-state establishnent that is

7| duly licensed to engage in the whol esal e distribution of

8| prescription drugs in its state of residence to a |icensed

9| limted prescription drug veterinary whol esaler in this state

10| if both whol esal ers conduct whol esal e distributions of

11| prescription drugs under the same busi ness nanme. The

12| recordkeeping requirements of s. 499.0121(6) nust be foll owed

13| for this transaction.

14 Section 2. This act shall take effect upon becomng a

15| I aw.

16
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18 SENATE SUMVARY

19 Revi ses the list of certain persons who are required to
have a |limted prescription drug veterinary whol esal er

20 permit. Deletes a provision that requires certain persons
to have a limted prescription drug veterinary whol esal er

21 permt.

22

23

24

25

26

27

28

29

30

31
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