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HB 0489 2005
1 A bill to be entitled
2 An act relating to pedigree papers; anending s. 499. 003,
3 F.S.; clarifying that a pedi gree paper may be in paper or
4 el ectronic form revising the record requirenents for
5 pedi gree papers; anmending s. 499.0121, F.S.; renoving the
6 expiration dates of certain provisions relating to the
7 est abl i shnment and mmi nt enance of prescription drug
8 di stribution records; providing an effective date.
9
10| Be It Enacted by the Legislature of the State of Florida:
11
12 Section 1. Paragraph (b) of subsection (31) of section
13| 499.003, Florida Statutes, is amended to read:
14 499.003 Definitions of terns used in ss. 499.001-
15| 499.081.--As used in ss. 499.001-499.081, the term
16 (31) "Pedigree paper" means:
17 (b) Effective July 1, 2006, a docunent in a paper_ or
18| electronic form approved by the Departnent of Health and
19| containing information that records each distribution of any
20| given legend drug, fromsale by a pharmaceutical manufacturer
21| through acquisition and sale by any whol esal er or repackager ~
22 iTa N3 =1 = o—a—pharpmaec\v—g ot he a¥a on—adm-n e Na—O
23| dispensingthe—drug. The information required to be included on
24| a legend drug's pedi gree paper nmust at |east detail the anount
25| of the legend drug, its dosage formand strength, its | ot
26| nunbers, the nane and address of each owner of the |egend drug
27| and his or her signature, its shipping information, including
28| the nanme and address of each person certifying delivery or
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29| receipt of the Iegend drug, and a certification that the

30| recipient has authenticated the pedigree papers. It nust also
31| include the nane, address, tel ephone nunber and, if avail able,
32| e-mail contact information of each whol esaler involved in the
33| chain of the |l egend drug's custody. The departnent shall adopt
34| rules and a formrelating to the requirenents of this paragraph
35| no later than 90 days after the effective date of this act.

36 Section 2. Paragraphs (d), (e), and (h) of subsection (6)
37| of section 499.0121, Florida Statutes, are anmended to read:

38 499. 0121 Storage and handling of prescription drugs;

39| recordkeeping.--The departnent shall adopt rules to inplenent
40| this section as necessary to protect the public health, safety,
41| and welfare. Such rules shall include, but not be Iimted to,
42| requirenents for the storage and handling of prescription drugs
43| and for the establishnment and nai ntenance of prescription drug
44| distribution records.

45 (6) RECORDKEEPI NG --The departnent shall adopt rules that
46| require keeping such records of prescription drugs as are

47| necessary for the protection of the public health.

48 (d)1. Each person who is engaged in the whol esal e

49| distribution of a prescription drug, and who is not an

50| authorized distributor of record for the drug manufacturer's

51| products, nust provide to each whol esal e distributor of such

52| drug, before the sale is made to such whol esale distributor, a
53| written statenent under oath identifying each previous sal e of
54| the drug back to the last authorized distributor of record, the
55| lot nunber of the drug, and the sal es invoice nunber of the

56| invoice evidencing the sale of the drug. The witten statenent
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57| nust acconpany the drug to the next whol esale distributor. The
58| departnent shall adopt rules relating to the requirenments of

59 this witten statement. This paragraph does not apply to a

60| manufacturer unless the manufacturer is performng the

61| manufacturing operation of repackagi ng prescription drugs.

62 2. Each whol esale distributor of prescription drugs nust
63| maintain separate and distinct fromother required records al

64| statenents that are required under subparagraph 1. and paragraph
65| (e).

66 3. Each manufacturer of a prescription drug sold in this
67| state nust nmaintain at its corporate offices a current |ist of
68| authorized distributors and nust make such |ist available to the
69| departnent upon request.

70 4. Each manufacturer shall file a witten |ist of all of
71| the manufacturer's authorized distributors of record with the
72| department. A manufacturer shall notify the department not |ater
73| than 10 days after any change to the list. The departnent shal
74| publish a list of all authorized distributors of record onits
75| website.

76 5. For the purposes of this subsection, the term

77| "authorized distributors of record" neans a whol esal e

78| distributor with whom a manuf acturer has established an ongoi ng
79| relationship to distribute the manufacturer's products.

80| Effective March 1, 2004, an ongoing relationship is deened to
81| exist when a wholesale distributor, including any affiliated

82| group, as defined in s. 1504 of the Internal Revenue Code, of

83| which the whol esale distributor is a nenber:
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84 a. Is listed on the manufacturer's current |ist of

85| authorized distributors of record.

86 b. Annually purchases not |ess than 90 percent of all of
87| its purchases of a manufacturer's prescription drug products,

88| based on dollar volunme, directly fromthat manufacturer and has
89| total annual prescription drug sales of $100 mllion or nore.

90 c. Has reported to the departnent pursuant to s.

91| 499.012(3)(g)2. that the wholesale distributor has total annual
92| prescription drug sales of $100 mlIlion or nore, and has a

93| wverifiable account nunmber issued by the manufacturer authorizing
94| the wholesale distributor to purchase the manufacturer's drug

95| products directly fromthat manufacturer and that whol esal e

96| distributor nakes not fewer than 12 purchases of that

97| manufacturer's drug products directly fromthe manufacturer

98| wusing said verifiable account nunber in 12 nonths. The

99| provisions of this sub-subparagraph apply with respect to a

100| manufacturer that fails to file a copy of the manufacturer's

101| list of authorized distributors of record with the departnent by
102| July 1, 2003; that files a list of authorized distributors of
103| record which contains fewer than 10 whol esal e distributors

104| permitted in this state, excluding the whol esale distributors
105| described in sub-subparagraph b.; or that, as a result of

106| changes to the list of authorized distributors of record filed
107| with the departnent, has fewer than 10 whol esal e distributors
108| permtted in this state as authorized distributors of record,
109| excluding the whol esal e distributors described in sub-

110| subparagraph b.

111
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112 A wholesale distributor that satisfies the requirenents of sub-
113| subparagraph b. or sub-subparagraph c. shall submt to the

114| departnent docunentation substantiating its qualification

115 pursuant to sub-subparagraph b. or sub-subparagraph c. The

116| departnent shall add those whol esale distributors that the

117| departnent has determ ned have net the requirenents of sub-

118| subparagraph b. or sub-subparagraph c. to the |ist of authorized
119| distributors of record on the departnent's website.

120 6. This paragraph expires July 1. 2006

121 (e)1. Notw thstandi ng paragraph (d), each person who is
122| engaged in the wholesale distribution of a specified drug nust
123| provide to each whol esal e distributor of such specified drug:
124 a. Upon any sale, a witten statenent that:

125 (1) If the establishnent is not a nenber of an affiliated
126 group: "This establishnment purchased the specific unit of the
127| specified drug directly fromthe nmanufacturer™; or

128 (I'r) If the establishment is a nmenber of an affiliated
129| group: "This establishnent or a nenber of ny affiliated group
130| purchased the specific unit of the specified drug directly from
131| the manufacturer”; or

132 b. Before the wholesale distribution, a witten statenent,
133| wunder oath, that identifies each previous sale of the specific
134| wunit of the specified drug back to the manufacturer of the

135| specified drug, the | ot nunber of the specific unit of the

136| specified prescription drug, and the sales invoice nunber of the
137| invoice evidencing each previous sale of the specific unit of
138| the specified drug. The witten statenent identifying all sales

139| of such specific unit of the specified drug nust acconpany the
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140| specific unit of the specified drug for each subsequent

141| wholesale distribution of the specific unit of the specified
142| drug to a whol esale distributor.

143
144| The departnent shall adopt rules to adm nister the requirenents
145| of these witten statenents.

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

149 3.a. A drug may be placed on the |list of specified drugs
150( if the departnent has seized or issued a stop sale notice on the
151| prescription drug because of the adulteration, counterfeiting,
152| or diversion of the prescription drug fromthe | egal channels of
153| distribution for prescription drugs, or the United States Food
154| and Drug Adm nistration, a manufacturer, a whol esale

155| distributor, a | aw enforcenment agency, or a governnent agency
156| responsible for regulating the sale or distribution of

157| prescription drugs in another state has notified the departnent
158| in witing or through a website operated by one of said entities
159| that the prescription drug has been adulterated, counterfeited,
160| or diverted fromthe |l egal channels of distribution for

161| prescription drugs; and the prescription drug satisfies one of
162| the following criteria:

163 (1) The prescription drug is included anong the top 150
164| prescription drugs for which the state has incurred the highest
165| amount of Medicaid clains in the nost recently ended state

166| fiscal year;
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167 (') The prescription drug is available for norma

168| prescription use in dosages or strengths that have a whol esal e
169| cost of $200 or nore,

170 (I'11) The prescription drug is used extensively for

171| patients with human i munodefici ency virus, acquired i mune

172| deficiency syndrome, cancer, or other serious, |ife-threatening
173| conditions, where drug nonresponsiveness woul d not be considered
174| to be nedically unusual;

175 (I'V) The prescription drug is an injectable drug;

176 (V) The prescription drug is subject to a special, limted
177| distribution process and is not generally sold to whol esal e

178| distributors by the manufacturer of the prescription drug;

179 (VI) The departnent has found not |ess than five instances
180 where statenents required pursuant to paragraph (d) for the

181| prescription drug were not passed on other than because of

182| wunintentional oversight, or have been passed on by or to a

183| whol esal e distributor and such statenents were fraudul ent; or
184 (VIl) A shiprment of a prescription drug has been reported
185| to a |l aw enforcenent agency as having been stolen or as m ssing.
186 b. A prescription drug may be placed on the |ist of

187| specified drugs if the prescription drug satisfies any three of
188| the seven criteria set forth in sub-sub-subparagraphs (I)-(Vil).
189| However, a prescription drug nmay not be included on the |ist of
190| specified drugs if the prescription drug is unlikely to be

191| counterfeited or diverted fromthe | egal channels of

192| distribution for prescription drugs.

193 c. Before the departnment begins the rul emaki ng process to
194| place a drug on the |list of specified drugs, except when the
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195 departnent files a rule under the procedure specified in sub-
196| subparagraph e., the Drug Wol esal er Advisory Council created in
197| s. 499.01211 shall consider whether a prescription drug should
198| be included on or added to the list of specified drugs using the
199| criteria enunerated in sub-subparagraph a. or sub-subparagraph
200 b. and provide a witten recommendati on adopted by nmajority vote
201| to the secretary of the departnent concerning each such drug.
202| This paragraph does not apply to any |ist of prescription drugs
203| on which the departnent has begun rul emaking prior to this

204 | paragraph beconm ng | aw.

205 d. Wen a prescription drug is added to the list of

206| specified drugs, the requirenents of this paragraph shall be

207| effective as to the prescription drug beginning 60 days after
208| the effective date of the rule adding the prescription drug to
209| the list, except when the departnent files a rule under the

210| procedure specified in sub-subparagraph e.

211 e.(l) Notw thstanding chapter 120, if the Attorney Cenera
212| or Statew de Prosecutor certifies to the secretary of the

213| departnent that a prescription drug should be added to the Ii st
214| of specified drugs by enmergency rule, the departnent may proceed
215| to add such drug to the list of specified drugs and the

216| energency rule shall be effective for a period of 1 year from
217| the date on which the energency rule is filed, if the departnment
218| begins the rul emaki ng process to adopt a permanent rule to place
219| the drug on the list of specified drugs not |ater than 90 days
220| after the date on which the enmergency rule was filed. An

221| energency rule adding a drug to the |ist of specified drugs may

222| not be renewed.
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223 (') A prescription drug may be placed on the list of

224 | specified drugs through the procedure provided in this sub-

225| subparagraph when:

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

227| criteria specified in sub-subparagraph a. or sub-subparagraph
228| b.; or

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

230| criteria specified in sub-subparagraph a. or sub-subparagraph b.
231| if the prescription drug has not yet becone avail able for

232| whol esale distribution or has been avail abl e for whol esal e

233| distribution for not nore than 60 days.

234 (') Notw thstanding chapter 120, any energency rul e that
235| places a prescription drug on the list of specified drugs may be
236| challenged as being an invalid exercise of the del egated

237| legislative authority only if the departnent |acks any

238| substantial conpetent evidence that the prescription drug

239| satisfied the criteria required pursuant to sub-sub-subparagraph
240| (1) or sub-sub-subparagraph (I1). Not later than 7 days after
241| any request by any person, the departnent shall provide such

242| person with the substantial conpetent evidence that justifies
243| the departnment's adoption of an enmergency rule placing a

244| prescription drug on the list of specified drugs.

245 (I'V) The departnment shall notify all prescription drug

246| whol esal ers and out-of -state prescription drug whol esal ers by
247| electronic means, facsimle, or United States mail and on the
248| bureau's website when any energency rule is adopted which pl aces
249| a prescription drug on the list of specified drugs. Not |ater

250| than 7 days after the departnment adopts an enmergency rule
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251| placing a prescription drug on the list of specified drugs,

252| whol esal ers shall provide the departnment with the | ot nunbers
253| and quantities of such prescription drug which the whol esal er
254 owns or has in transit on the date that the departnent adopted
255| the energency rule placing the prescription drug on the list of
256| specified drugs.

257 (V) The requirements of subparagraph 1. do not apply to
258| those | ot nunbers and quantities of a prescription drug which
259| are included on a report filed pursuant to sub-sub-subparagraph
260| (IV), and paragraph (d) shall apply to those | ot nunbers and
261| quantities of the prescription drug. In addition to the

262| requirenents of paragraph (d), any whol esale distributor selling
263| a prescription drug included on a report filed pursuant to sub-
264| sub-subparagraph (1V) shall provide any whol esal er purchasi ng
265| the prescription drugs with a statement under oath that the
266| prescription drugs are anong those included on a report filed
267| pursuant to sub-sub-subparagraph (1V) and with a copy of the
268| report filed by the wholesale distributor with the departnent
269| for those prescription drugs.

270 f. Not |less than annually, the council and depart nment

271| shall eval uate whether each prescription drug included on the
272| list of specified drugs should remain on the list. In

273| determ ning whether a prescription drug should remain on the
274 list of specified drugs, the council and departnment nust

275| consider:

276 (1) The availability of generic fornms of the drug.

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

278| prescription drug was placed on the list.

Page 10 of 13

CODING: Words stricken are deletions; words underlined are additions.



F L ORI D A H O U S E O F R EPRESENTATI V E S

HB 0489 2005

279 (') The current status of the drug that caused the
280| departnment to place the prescription drug on the |ist of
281| specified drugs.

282
283| The council shall provide a witten recommendati on adopted by
284 mgjority vote to the secretary of the departnent concerning each
285| drug that the council recommends be renoved fromthe |ist of

286| specified drugs.

287 4. This paragraph does not apply to a manufacturer;

288| however, a repackager nmust conply with this paragraph

289 5 This paragraphexpiresJuly 1. 2006

290 (h)1. This paragraph applies only to an affiliated group,
291| as defined by s. 1504 of the Internal Revenue Code of 1986, as
292| anended, which is conposed of chain drug entities, including at
293| least 50 retail pharmaci es, warehouses, or repackagers, which

294| are nmenbers of the same affiliated group, if the affiliated

295| group:

296 a. Discloses to the departnent the nanmes of all its

297| menbers; and

298 b. Agrees in witing to provide records on prescription

299| drug purchases by nenbers of the affiliated group not |ater than
300 48 hours after the departnment requests such records, regardless
301| of the location where the records are stored.

302 2. Each warehouse within the affiliated group nmust conply
303 with all applicable federal and state drug whol esale perm:t

304| requirenents and nust purchase, receive, hold, and distribute
305 prescription drugs only to a retail pharnmacy or warehouse wthin

306 the affiliated group. Such a warehouse is exenpt from providing
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307| a pedigree paper in accordance with paragraphs (d) and (e) to
308| its affiliated group nenber warehouse, provided that:

309 a. Any affiliated group nenber that purchases or receives
310| a prescription drug fromoutside the affiliated group nust

311| receive a pedigree paper if the prescription drug is distributed
312 in or into this state and a pedi gree paper is required under

313| this section and nust authenticate the docunentation as required
314| in subsection (4), regardless of whether the affiliated group
315| nenber is directly subject to regulation under this chapter; and
316 b. The affiliated group nakes avail able to the depart nent
317| on request all records related to the purchase or acquisition of
318| prescription drugs by nenbers of the affiliated group,

319| regardless of the |location where the records are stored, if the
320| prescription drugs were distributed in or into this state.

321 3. |If a repackager repackages prescription drugs solely
322| for distribution to its affiliated group nmenbers for the

323| exclusive distribution to and anong retail pharnacies that are
324 menbers of the affiliated group to which the repackager is a
325| nenber:

326 a. The repackager nust:

327 (1) Inlieu of the witten statenment required by paragraph
328| (d) or paragraph (e), for all repackaged prescription drugs

329| distributed in or into this state, state in witing under oath
330 with each distribution of a repackaged prescription drug to an
331| affiliated group nenber warehouse or repackager: "All repackaged
332| prescription drugs are purchased by the affiliated group

333| directly fromthe manufacturer or froma prescription drug
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334| whol esal er that purchased the prescription drugs directly from

335 the manufacturer.";

336 (I'l) Purchase all prescription drugs it repackages:
337 (A) Directly fromthe manufacturer; or
338 (B) Froma prescription drug whol esal er that purchased the

339| prescription drugs directly fromthe manufacturer; and

340 (I'1r) Maintain records in accordance with this section to
341| docunent that it purchased the prescription drugs directly from
342| the manufacturer or that its prescription drug whol esal e

343| supplier purchased the prescription drugs directly fromthe

344 manufacturer.

345 b. Al nenbers of the affiliated group nust provide to
346| agents of the department on request records of purchases by al
347 menbers of the affiliated group of prescription drugs that have
348| been repackaged, regardl ess of the | ocation where the records

349| are stored or where the repackager is |ocated.

350 4. This paragraph—expires July 1. 2006
351 Section 3. This act shall take effect July 1, 2005.
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