Fl ori da Senate - 2005 SB 1654

By Senator Fasano

11- 1306- 05
1 A Dbill to be entitled
2 An act relating to veterinary drug
3 di stribution; amending s. 499.01, F.S.
4 requiring a veterinary drug distributor to
5 obtain a permt fromthe Departnment of Health
6 before distributing both veterinary | egend
7 drugs and certain human drugs permtted by the
8 departnent; amending s. 499.0121, F.S.
9 requiring a whol esale distributor of a
10 prescription drug to provide the recipient of
11 the drug with pedigree papers if such a drug is
12 i ntended for sale to a human reci pient;
13 exenpting drugs approved as human drugs sold
14 directly to veterinarians fromthe
15 pedi gr ee- paper requirenment; providing an
16 effective date.
17
18| Be It Enacted by the Legislature of the State of Florida:
19
20 Section 1. Subsection (1) of section 499.01, Florida
21| Statutes, is anended to read:
22 499.01 Permts; applications; renewal; genera
23| requirenents. --
24 (1) Prior to operating, a pernmit is required for each
25| person and establishnent that intends to operate as:
26 (a) A prescription drug manufacturer
27 (b) A prescription drug repackager
28 (c) An over-the-counter drug manufacturer
29 (d) A conpressed nedi cal gas nmanufacturer
30 (e) A device manufacturer
31 (f) A cosnetic manufacturer
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(g) A prescription drug whol esal er

(h) A veterinary prescription drug whol esal er

(i) A conpressed nedi cal gas whol esal er

(j) An out-of-state prescription drug whol esal er
(k) A nonresident prescription drug manufacturer
() A freight forwarder;

(m Aretail pharmacy drug whol esal er

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

(p) A conplinmentary drug distributor; er

(q) A restricted prescription drug distributor; or-—

(r) A veterinary drug distributor distributing both

veterinary | egend drugs and certain hunman drugs pernmitted by

the departnent.

Section 2. 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 departnment 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 handl i ng of
prescription drugs and for the establishnent and nmai nt enance
of prescription drug distribution records.

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

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

intended for sale to a human recipient and who is not the

manuf acturer of that drug nust, before each whol esal e
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di stribution of such drug, provide to the person who receives
the drug a pedi gree paper as defined in s. 499.003(31).

2. A repackager must conply with this paragraph.

3. The pedigree paper requirenents in this paragraph
do not apply to conpressed nedi cal gases, e+ veterinary |egend

drugs, or approved human drugs sold directly to veterinarians.

4. Each whol esal e distributor of prescription drugs
nmust mai ntain separate and distinct fromother required
records all statenents 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 nmeke 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.

Section 3. This act shall take effect July 1, 2005.
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SENATE SUMVARY

Requires a veterinary distributor distributing both
veterinary | egend drugs and certain human drugs permtted
by the Departnent of Health to obtain a permt before
aﬁerating. Requi res a person who is engaged in the

ol esal e distribution of a prescription drug to provide
the recipient of such drug wth a pedigree paper If the
drug is Intended for sale to a human recipient. Exenpts
drugs al ready approved as human drugs sold directly to
veterinarians.
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