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Fl ori da Senate - 2005 SB 874

By Senator Peaden

2-593-05
A Dbill to be entitled

An act relating to the sale and distribution of
prescription drugs; anending s. 499.003, F.S.
redefining the term "pedi gree paper"; anendi ng
s. 499.0121, F.S.; deleting the expiration
dates of provisions governing recordkeepi ng and
reporting which apply to whol esal e distributors
of prescription drugs, drug repackagers, and
chain drug entities that are part of an

affiliated group; providing an effective date.

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

Section 1. Subsection (31) of section 499.003, Florida
Statutes, is anended to read:

499. 003 Definitions of ternms 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) Effective July 1, 2006, a docunment or electronic

Hr—=a form approved by the Departnment of Health and cont ai ni ng
i nformati on that records each distribution of any given |egend
drug, fromsale by a pharmaceutical manufacturer, through
acqui sition and sal e by any whol esal er or repackager —untit+

T g .
di-spensing—the—drug. The information required to be included

on a |l egend drug's pedi gree paper nust at |east detail the
anmount of the |legend drug, its dosage formand strength, its
| ot numbers, the nane and address of each owner of the | egend
drug and his or her signature, its shipping i nformation
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i ncludi ng the name and address of each person certifying
delivery or receipt of the legend drug, and a certification
that the recipient has authenticated the pedigree papers. It
nmust al so i nclude the nanme, address, tel ephone nunber and, if
avail able, e-mail contact information of each whol esal er
involved in the chain of the | egend drug's custody. The
departnent shall adopt rules and a formrelating to the

requi renents of this paragraph no |ater than 90 days after the
effective date of this act.

Section 2. Paragraphs (d), (e), and (h) of subsection
(6) of section 499.0121, Florida Statutes, are 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.

(d)1. Each person who is engaged in the whol esal e
distribution of a prescription drug, and who is not an
authorized distributor of record for the drug manufacturer's
products, must provide to each whol esal e distributor of such
drug, before the sale is nmade to such whol esal e distributor, a
written statement under oath identifying each previous sale of
the drug back to the last authorized distributor of record,
the I ot nunber of the drug, and the sales invoice nunber of
the invoice evidencing the sale of the drug. The witten
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stat ement nust acconpany the drug to the next whol esal e

di stributor. The departnment shall adopt rules relating to the
requi renents of this witten statenent. This paragraph does
not apply to a manufacturer unless the manufacturer is
perform ng the manufacturing operation of repackaging
prescription drugs.

2. 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
and paragraph (e).

3. Each manufacturer of a prescription drug sold in
this state nmust nmintain at its corporate offices a current
list of authorized distributors and nust make such |i st
avai l abl e to the departnment upon request.

4. Each manufacturer shall file a witten Iist of al
of the manufacturer's authorized distributors of record with
the departnent. A manufacturer shall notify the departnent not
| ater than 10 days after any change to the list. The
departnment shall publish a list of all authorized distributors
of record on its website.

5. For the purposes of this subsection, the term
"aut horized distributors of record" neans a whol esal e
di stributor with whom a manufacturer has established an
ongoing relationship to distribute the manufacturer's
products. Effective March 1, 2004, an ongoing relationship is
deened to exi st when a whol esal e distributor, including any
affiliated group, as defined in s. 1504 of the Interna
Revenue Code, of which the whol esale distributor is a nenber:

a. Is listed on the manufacturer's current |ist of

aut hori zed distributors of record.
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b. Annually purchases not |ess than 90 percent of al
of its purchases of a manufacturer's prescription drug
products, based on dollar volunme, directly fromthat
manuf acturer and has total annual prescription drug sal es of
$100 nmillion or nore.

c. Has reported to the departnent pursuant to s.
499.012(3)(g)2. that the whol esale distributor has tota
annual prescription drug sales of $100 million or nore, and
has a verifiable account nunber issued by the nmanufacturer
aut horizing the whol esale distributor to purchase the
manuf acturer's drug products directly fromthat nanufacturer
and that whol esal e distributor nmakes not fewer than 12
purchases of that manufacturer's drug products directly from
t he manufacturer using said verifiable account number in 12
nmont hs. The provisions of this sub-subparagraph apply with
respect to a manufacturer that fails to file a copy of the
manuf acturer's |ist of authorized distributors of record with
the departnent by July 1, 2003; that files a list of
aut hori zed distributors of record which contains fewer than 10
whol esal e distributors permtted in this state, excluding the
whol esal e di stributors described in sub-subparagraph b.; or
that, as a result of changes to the list of authorized
distributors of record filed with the departnment, has fewer
than 10 whol esale distributors permitted in this state as
authorized distributors of record, excluding the whol esale

di stributors described in sub-subparagraph b

A whol esal e distributor that satisfies the requirenents of
sub- subpar agraph b. or sub-subparagraph c. shall submit to the
depart ment docunentation substantiating its qualification
pursuant to sub-subparagraph b. or sub-subparagraph c. The
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departnment shall add those whol esale distributors that the

department has determ ned have nmet the requirements of

sub- subpar agraph b. or sub-subparagraph c. to the |ist of

authorized distributors of record on the departnent's website.
6—Fhis—paragraph—expires—3uby—1—2006—

(e)1l. Notwithstandi ng paragraph (d), each person who
is engaged in the wholesale distribution of a specified drug
nmust provide to each whol esal e distributor of such specified
drug:

a. Upon any sale, a witten statenent that:

(1) If the establishment is not a nmenber of an
affiliated group: "This establishment purchased the specific
unit of the specified drug directly fromthe manufacturer"; or

(1) If the establishnent is a nenber of an affiliated
group: "This establishnent or a nenber of my affiliated group
purchased the specific unit of the specified drug directly
fromthe manufacturer”; or

b. Before the wholesale distribution, a witten
statement, under oath, that identifies each previous sal e of
the specific unit of the specified drug back to the
manuf acturer of the specified drug, the | ot nunber of the
specific unit of the specified prescription drug, and the
sal es invoi ce nunber of the invoice evidencing each previous
sale of the specific unit of the specified drug. The witten
statement identifying all sales of such specific unit of the
speci fied drug nmust acconpany the specific unit of the
speci fied drug for each subsequent whol esale distribution of
the specific unit of the specified drug to a whol esal e

di stributor.
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The departnent shall adopt rules to admnister the
requi renents of these witten statenents.

2. As used in this paragraph, the term "specified
drug" neans a specific prescription drug on the list of drugs
adopted by the departnment by rule.

3.a. A drug may be placed on the list of specified
drugs if the department has seized or issued a stop sale
notice on the prescription drug because of the adulteration,
counterfeiting, or diversion of the prescription drug fromthe
| egal channels of distribution for prescription drugs, or the
United States Food and Drug Adm ni stration, a manufacturer, a
whol esal e distributor, a | aw enforcenent agency, or a
gover nment agency responsi ble for regulating the sale or
di stribution of prescription drugs in another state has
notified the departnent in witing or through a website
operated by one of said entities that the prescription drug
has been adulterated, counterfeited, or diverted fromthe
| egal channels of distribution for prescription drugs; and the
prescription drug satisfies one of the following criteria:

(I) The prescription drug is included anmong the top
150 prescription drugs for which the state has incurred the
hi ghest anount of Medicaid clainms in the nost recently ended
state fiscal year;

(I'l)y The prescription drug is avail able for nornmal
prescription use in dosages or strengths that have a whol esal e
cost of $200 or nore;

(I'l'l) The prescription drug is used extensively for
patients with human inmunodefici ency virus, acquired i mune
deficiency syndrome, cancer, or other serious,
life-threatening conditions, where drug nonresponsiveness
woul d not be considered to be nedically unusual
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1 (I'V) The prescription drug is an injectable drug;

2 (V) The prescription drug is subject to a speci al

3| limted distribution process and is not generally sold to

4| whol esal e distributors by the manufacturer of the prescription
5| drug;

6 (VI) The departnment has found not |less than five

7| instances where statenents required pursuant to paragraph (d)
8| for the prescription drug were not passed on other than

9| because of unintentional oversight, or have been passed on by
10| or to a wholesale distributor and such statenents were

11| fraudul ent; or

12 (VIl) A shipnment of a prescription drug has been

13| reported to a | aw enforcenment agency as having been stol en or
14| as m ssing.

15 b. A prescription drug may be placed on the list of
16| specified drugs if the prescription drug satisfies any three
17| of the seven criteria set forth in sub-sub-subparagraphs

18| (I)-(VIl). However, a prescription drug nay not be included on
19| the list of specified drugs if the prescription drug is
20| unlikely to be counterfeited or diverted fromthe |ega
21| channels of distribution for prescription drugs.
22 c. Before the departnment begins the rul emaki ng process
23| to place a drug on the list of specified drugs, except when
24| the departnment files a rule under the procedure specified in
25| sub-subparagraph e., the Drug Whol esal er Advi sory Counci
26| created in s. 499.01211 shall consider whether a prescription
27| drug should be included on or added to the |ist of specified
28| drugs using the criteria enunerated in sub-subparagraph a. or
29| sub-subparagraph b. and provide a witten recomendati on
30| adopted by majority vote to the secretary of the departnent
31| concerning each such drug. This paragraph does not apply to
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1| any list of prescription drugs on which the departnent has

2| begun rul emaking prior to this paragraph beconing | aw

3 d. Wien a prescription drug is added to the |ist of

4| specified drugs, the requirenents of this paragraph shall be
5| effective as to the prescription drug begi nning 60 days after
6| the effective date of the rule adding the prescription drug to
7| the list, except when the departnent files a rule under the

8| procedure specified in sub-subparagraph e.

9 e. (1) Notwithstandi ng chapter 120, if the Attorney

10| General or Statew de Prosecutor certifies to the secretary of
11| the departnment that a prescription drug should be added to the
12| list of specified drugs by energency rule, the departnent may
13| proceed to add such drug to the list of specified drugs and
14| the energency rule shall be effective for a period of 1 year
15| fromthe date on which the energency rule is filed, if the

16| departnment begins the rul enmaki ng process to adopt a pernanent
17| rule to place the drug on the |list of specified drugs not

18| later than 90 days after the date on which the enmergency rule
19| was filed. An energency rule adding a drug to the list of

20| specified drugs may not be renewed.

21 (I'l')y A prescription drug may be placed on the |ist of
22| specified drugs through the procedure provided in this

23| sub-subpar agraph when:

24 (A) The prescription drug satisfies any two of the

25| criteria specified in sub-subparagraph a. or sub-subparagraph
26| b.; or

27 (B) The prescription drug satisfies any one of the

28| criteria specified in sub-subparagraph a. or sub-subparagraph
29| b. if the prescription drug has not yet become avail able for
30| whol esal e distribution or has been available for whol esal e

31| distribution for not nore than 60 days.
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(I'l'l') Notwithstandi ng chapter 120, any energency rule
that places a prescription drug on the list of specified drugs
may be chal | enged as being an invalid exercise of the
del egated legislative authority only if the departnent |acks
any substantial conpetent evidence that the prescription drug
satisfied the criteria required pursuant to
sub- sub- subparagraph (1) or sub-sub-subparagraph (I1). Not
| ater than 7 days after any request by any person, the
departnment shall provide such person with the substantia
conpetent evidence that justifies the departnent's adoption of
an enmergency rule placing a prescription drug on the Iist of
speci fied drugs.

(1'V) The departnent shall notify all prescription drug
whol esal ers and out-of-state prescription drug whol esal ers by
el ectronic neans, facsimle, or United States mail and on the
bureau's website when any energency rule is adopted which
pl aces a prescription drug on the |ist of specified drugs. Not
| ater than 7 days after the departnent adopts an emergency
rule placing a prescription drug on the |ist of specified
drugs, whol esal ers shall provide the departnent with the | ot
nunbers and quantities of such prescription drug which the
whol esal er owns or has in transit on the date that the
department adopted the energency rule placing the prescription
drug on the list of specified drugs.

(V) The requirenents of subparagraph 1. do not apply
to those | ot nunmbers and quantities of a prescription drug
which are included on a report filed pursuant to
sub- sub- subparagraph (1V), and paragraph (d) shall apply to
those | ot nunbers and quantities of the prescription drug. In
addition to the requirenments of paragraph (d), any whol esal e
distributor selling a prescription drug included on a report
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1| filed pursuant to sub-sub-subparagraph (1V) shall provide any
2| whol esal er purchasing the prescription drugs with a statenent
3| under oath that the prescription drugs are anong those

41 included on a report filed pursuant to sub-sub-subparagraph

5|1 (IV) and with a copy of the report filed by the whol esal e

6| distributor with the departnent for those prescription drugs.
7 f. Not less than annually, the council and depart nment
8| shall eval uate whether each prescription drug included on the
9| list of specified drugs should renmain on the list. In

10| determ ni ng whether a prescription drug should remain on the
11| list of specified drugs, the council and departnent mnust

12| consider:

13 () The availability of generic forns of the drug.

14 (I'l)y Changes in the price of the drug since the

15| prescription drug was placed on the |ist.

16 (I'l'l) The current status of the drug that caused the
17| departnment to place the prescription drug on the |ist of

18| specified drugs.

19
20| The council shall provide a witten recommendati on adopted by
21| majority vote to the secretary of the departnment concerning
22| each drug that the council recomends be renoved fromthe |i st
23| of specified drugs.
24 4. This paragraph does not apply to a nmanufacturer
25| however, a repackager nust conply with this paragraph
26 5—Fhis—paragraph—expires—3uby—1—2006—
27 (h)1. This paragraph applies only to an affiliated
28| group, as defined by s. 1504 of the Internal Revenue Code of
29| 1986, as anended, which is conposed of chain drug entities,
30| including at | east 50 retail pharnmaci es, warehouses, or
31
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repackagers, which are nenbers of the sane affiliated group
if the affiliated group:

a. Discloses to the departnment the nanes of all its
menbers; and

b. Agrees in witing to provide records on
prescription drug purchases by nmenbers of the affiliated group
not later than 48 hours after the departnent requests such
records, regardl ess of the | ocation where the records are
stored.

2. Each warehouse within the affiliated group nust
conply with all applicable federal and state drug whol esal e
permt requirenments and nust purchase, receive, hold, and
distribute prescription drugs only to a retail pharnmacy or
war ehouse within the affiliated group. Such a warehouse is
exenpt from providing a pedi gree paper in accordance with
paragraphs (d) and (e) to its affiliated group nenber
war ehouse, provided that:

a. Any affiliated group nenber that purchases or
receives a prescription drug fromoutside the affiliated group
nmust receive a pedigree paper if the prescription drug is
distributed in or into this state and a pedi gree paper is
requi red under this section and nust authenticate the
docunentation as required in subsection (4), regardl ess of
whet her the affiliated group nenber is directly subject to
regul ati on under this chapter; and

b. The affiliated group nakes available to the
departnment on request all records related to the purchase or
acqui sition of prescription drugs by nenbers of the affiliated
group, regardless of the location where the records are
stored, if the prescription drugs were distributed in or into
this state.
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3. | f a repackager repackages prescription drugs
solely for distribution to its affiliated group nenbers for
the exclusive distribution to and anong retail pharnacies that
are nmenbers of the affiliated group to which the repackager is
a menber:

a. The repackager mnust:

(1) Inlieu of the witten statenent required by
par agraph (d) or paragraph (e), for all repackaged
prescription drugs distributed in or into this state, state in
writing under oath with each distribution of a repackaged
prescription drug to an affiliated group nenber warehouse or
repackager: "All repackaged prescription drugs are purchased
by the affiliated group directly fromthe nmanufacturer or from
a prescription drug whol esal er that purchased the prescription
drugs directly fromthe manufacturer.";

(I'l)y Purchase all prescription drugs it repackages:

(A) Directly fromthe manufacturer; or

(B) Froma prescription drug whol esal er that purchased
the prescription drugs directly fromthe nmanufacturer; and

(I''l) Maintain records in accordance with this section
to document that it purchased the prescription drugs directly
fromthe manufacturer or that its prescription drug whol esal e
suppl i er purchased the prescription drugs directly fromthe
manuf act urer.

b. Al menbers of the affiliated group nust provide to
agents of the departnent on request records of purchases by
all nmenmbers of the affiliated group of prescription drugs that
have been repackaged, regardl ess of the | ocation where the

records are stored or where the repackager is |ocated.

4—TFhis—paragraph—expires—3uby—1—2006—
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Section 3. This act shall take effect upon becomng a

| aw.

Rk S R I R O O R I R

SENATE SUMVARY

Redefines the term "pedi gree paper" for purposes of the
Florida Drug and Cosmetic Act. Deletes the expiration
dates of provisions governing the whol esal e distribution
of prescription drugs.
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