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

Bar code 422560

CHAMBER ACTI ON
Senat e House

Fl oor: 1/AD/ 3R
05/ 05/ 2006 11:06 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); or

(b)1l. Effective July 1, 2006, a document 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 the formapproved by the department pursuant to this

1
6:02 PM 05/03/06 h037105elc-02-tp




© 00 N O O b~ W N P

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

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

Bar code 422560
subpar agraph ategenrd—drug—s—peti-gree—paper nust at | east

detail the anpbunt of the |egend drug; its dosage form and

strength; its lot nunbers; the name and address of each owner
of the legend drug and his or her signature; its shipping

i nformation, including the name and address of each person
certifying delivery or receipt of the | egend drug; an invoice
nunber, a shipping docunent 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 |egend drug unit, that identifier nmust also be

i ncl uded on the form approved pursuant to this subparagraph

pedi-gree. It nust also include the nane, address, tel ephone
nunber and, if available, e-mail contact information of each
whol esal er involved in the chain of the I egend drug's custody;
or

2. A statenment, under oath, in witten or electronic

form confirming that a whol esal e distributor purchases and

receives the specific unit of the prescription drug directly

fromthe manufacturer of the prescription drug and distributes

the prescription drug directly to a chain pharnmacy war ehouse

or _a person authorized by |law to purchase prescription drugs

for the purpose of administering or dispensing the drug, as

defined in s. 465.003. For purposes of this paragraph, the

term "chai n pharmacy war ehouse" neans a whol esal e di stri butor

permtted pursuant to s. 499.01 that mmintains a physica

| ocation for prescription drugs that functions solely as a

central warehouse to performintraconpany transfers of such

drugs to a nenber of its affiliated group as described in s.

499. 0121(6) (h)1.

a. The followi ng information nmust be included on the
2
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form approved by the departnment pursuant to this subparagraph

(1) The following statenent: "This whol esal e

di stributor purchased the specific unit of the prescription

drug directly fromthe manufacturer."

(11) The manufacturers' national drug code identifier

and the nanme and address of the whol esal er and the purchaser

of the prescription drug.

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

on the | abel

(1V)  The quantity, dosage form and strength of the

prescription drug.

b. The whol esale distributor nust also nmintain and

nmake available to the departnent, upon request, the point of

origin of the prescription drugs, including intraconpany

transfers; the date of the shipnent fromthe manufacturer to

the whol esale distributor; the [ ot nunbers of such drugs; and

t he invoice nunbers fromthe nmanufacturer

The departnment nay shakH adopt rules and fornse afermrelating

to the requirenents of this subsection paragraphneotater—than
9o—days—after—the—effeeti-ve—date—of—thrs—act.

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.
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Section 5. 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

3. The pedigree paper requirenents in this paragraph
do not apply to conpressed nedical gases or veterinary |egend
dr ugs.

4. Each whol esal e distributor of prescription drugs
must maintain 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 nmake 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.
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6. Subparagraph 1. is satisfied when a whol esal e

distributor 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 t o purchase prescription drugs for the purpose of

adm ni stering or dispensing the drug, as defined in s.

465. 003, or a nenber of an affiliated group, as described in

paragraph (h), with the exception of a repackager

a. The whol esale distributor nmust deliver to the

recipient of the prescription drug, within 14 days after the

shipment _notification fromthe manufacturer, an invoice and

the following sworn statenent: "This whol esal e di stri butor

purchased the specific unit of the prescription drug listed on

the invoice directly fromthe manufacturer, and the specific

unit of prescription drug was shi pped by the nanuf acturer

directly to a person authorized by law to adm ni ster or

di spense the | egend drug, as defined in s. 465.003, Florida

Statutes, or a nenber of an affiliated group, as described in

s. 499.0121(6)(h), Florida Statutes, with the exception of a

repackager." The invoice nmust contain a unique cross-reference

to the shipping docunent sent by the manufacturer to the

reci pient of the prescription drug.

b. The manufacturer of the prescription drug shipped

directly to the recipient under this section nmust provide and

the recipient of the prescription drug nmust acquire, within 14

days after receipt of the prescription drug, a shipping

docunent fromthe manufacturer that contains, at a mni num

(1) The nane and address of the manuf acturer

i ncluding the point of origin of the shipnment, and the nanes

and addresses of the whol esal er and the purchaser.

(I1) The nane of the prescription drug as it appears
5
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on the | abel

(111) The quantity, dosage form and strength of the

prescription drug.

(1V) The date of the shipment fromthe nmnufacturer.

C. The whol esale distributor nmust also nmintain and

nake available to the departnent, upon request, the | ot nunber

of such drug if not contained in the shipping docunent

acqui red by the recipient.

7. Failure of the manufacturer to provide, the

recipient to acquire, or the wholesale distributor to deliver,

t he docunentation required under subparagraph 6. shal

constitute failure to acquire or deliver a pedigree paper

under s. 499.0051. Forgery by the manufacturer, the recipient

or the whol esale distributor of the docunentation required to

be acquired or delivered under subparagraph 6. shal

constitute forgery of a pedigree paper under s. 499.0051

8. The departnment may, by rule, specify alternatives

to conpliance with subparagraph 1. for a prescription drug in

the inventory of a permtted prescription drug whol esal er as

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

purchased prior to July 1, 2006. The departnment may specify

time limts for such alternatives.

(Redesi gnat e subsequent sections.)

—=====—========== T | T L E AMENDMENT ===============
And the title is anended as foll ows:

On line 26, after the sem col on

i nsert:
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amending s. 499.003, F.S.; revising the
definition of the term "pedi gree paper";
aut hori zing the Departnent of Health to adopt
rules and forns relating to pedigree paper
requi renents; anending s. 499.005, F.S.
revising a prohibited acts provision relating
to pedi gree papers; amending s. 499.0121, F.S.
requiring certain whol esal e distributors taking
title to a prescription drug to provide an
invoice to the recipient containing certain
infornmation; requiring a recipient of a
prescription drug to acquire fromthe
manuf acturer a shi ppi ng docunent containing
specified information; requiring whol esal e
di stributor to nake certain information
avail able to the department; providing for
penal ti es; authorizing the departnent to adopt
certain rules relating to the inventory and

return of certain prescription drugs;
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