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1 A bill to be entitled

2 An act relating to drugs, cosmetics, and certain devices;
3 amending s. 499.01, F.S.; requiring the Department of

4 Health to notify an applicant for a prescription drug

5 wholesale distributor permit or an out-of-state

6 prescription drug wholesale distributor permit of the

7 status of its permit application within a specified period
8 after receipt of all required documentation; deleting

9 provisions relating to the submission of a bond or certain
10 other security; amending s. 499.012, F.S.; revising permit
11 application requirements to apply those requirements to
12 all applicants and delete provisions specific to certain
13 applicants; amending ss. 499.003, 499.0121, and 499.067,
14 F.S.; conforming provisions; providing an effective date.
15

16| Be It Enacted by the Legislature of the State of Florida:
17
18 Section 1. Paragraphs (d) and (e) of subsection (2) of

19 section 499.01, Florida Statutes, are amended to read:

20 499.01 Permits.—
21 (2) The following permits are established:
22 (d) Prescription drug wholesale distributor permit.—A

23| prescription drug wholesale distributor is a wholesale

24 distributor that may engage in the wholesale distribution of

25| prescription drugs. A—prescriptiondrug—wholesaledistributer
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department may adopt rules for issuing a prescription drug

wholesale distributor distributer-breker permit to a person who

engages in the wholesale distribution of prescription drugs and
does not take physical possession of any prescription drugs. The

department shall notify a prescription drug wholesale

distributor that applies for a permit the status of its permit

within 60 days after receipt of all documentation required by

the application.

(e) Out-of-state prescription drug wholesale distributor
permit.—An out-of-state prescription drug wholesale distributor
is a wholesale distributor located outside this state which
engages in the wholesale distribution of prescription drugs into
this state and which must be permitted by the department and

comply with all the provisions required of a wholesale
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85| prescription drug wholesale distributor in this state, if both
86| wholesale distributors conduct wholesale distributions of

87| prescription drugs under the same business name. The

88 recordkeeping requirements of ss. 499.0121(6) and 499.01212 must
89| Dbe followed for this transaction.

90 Section 2. Section 499.012, Florida Statutes, is amended
91 to read:

92 499.012 Permit application requirements.-—

93 (1) (a) A permit issued pursuant to this part may be issued
94 only to a natural person who is at least 18 years of age or to
95| an applicant that is not a natural person if each person who,
96| directly or indirectly, manages, controls, or oversees the

97 operation of that applicant is at least 18 years of age.

98 (b) An establishment that is a place of residence may not
99| receive a permit and may not operate under this part.
100 (c) A person that applies for or renews a permit to
101| manufacture or distribute prescription drugs may not use a name
102 identical to the name used by any other establishment or
103 licensed person authorized to purchase prescription drugs in
104 this state, except that a restricted drug distributor permit
105 issued to a health care entity will be issued in the name in
106| which the institutional pharmacy permit is issued and a retail
107| pharmacy drug wholesale distributor will be issued a permit in
108 the name of its retail pharmacy permit.
109 (d) A permit for a prescription drug manufacturer,
110| prescription drug repackager, prescription drug wholesale
111 distributor, limited prescription drug veterinary wholesale

112 distributor, or retail pharmacy drug wholesale distributor may
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113 not be issued to the address of a health care entity or to a

114| pharmacy licensed under chapter 465, except as provided in this
115| paragraph. The department may issue a prescription drug

116| manufacturer permit to an applicant at the same address as a

117 licensed nuclear pharmacy, which is a health care entity, for
118 the purpose of manufacturing prescription drugs used in positron
119| emission tomography or other radiopharmaceuticals, as listed in
120 a rule adopted by the department pursuant to this paragraph. The
121| purpose of this exemption is to assure availability of state-of-
122 the-art pharmaceuticals that would pose a significant danger to
123| the public health if manufactured at a separate establishment
124 address from the nuclear pharmacy from which the prescription
125| drugs are dispensed. The department may also issue a retail

126| pharmacy drug wholesale distributor permit to the address of a
127| community pharmacy licensed under chapter 465 which does not

128| meet the definition of a closed pharmacy in s. 499.003.

129 (e) A county or municipality may not issue an occupational
130 license for any licensing period beginning on or after October
131 1, 2003, for any establishment that requires a permit pursuant
132 to this part, unless the establishment exhibits a current permit
133 issued by the department for the establishment. Upon

134| presentation of the requisite permit issued by the department,
135| an occupational license may be issued by the municipality or

136 county in which application is made. The department shall

137 furnish to local agencies responsible for issuing occupational
138 licenses a current list of all establishments licensed pursuant
139 to this part.

140 (2) Notwithstanding subsection (6), a permitted person in
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good standing may change the type of permit issued to that
person by completing a new application for the requested permit,
paying the amount of the difference in the permit fees if the
fee for the new permit is more than the fee for the original
permit, and meeting the applicable permitting conditions for the
new permit type. The new permit expires on the expiration date
of the original permit being changed; however, a new permit for
a prescription drug wholesale distributor, an out-of-state
prescription drug wholesale distributor, or a retail pharmacy
drug wholesale distributor shall expire on the expiration date
of the original permit or 1 year after the date of issuance of
the new permit, whichever is earlier. A refund may not be issued
if the fee for the new permit is less than the fee that was paid
for the original permit.

(3) A written application for a permit or to renew a
permit must be filed with the department on forms furnished by
the department. The department shall establish, by rule, the
form and content of the application to obtain or renew a permit.
The applicant must submit to the department with the application
a statement that swears or affirms that the information is true

and correct.

N R .
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istribuytery An application for a permit must include:
1. The name, full business address, and telephone number

of the applicant;

2. All trade or business names used by the applicant;
3. The address, telephone numbers, and the names of
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contact persons for each facility u

storage, handling, and distribution

4. The type of ownership or operation,

partnership, corporation,

5. The names of the owner and the operator of the

establishment, including:

a. If an individual, the name
b. If a partnership, the name
of the partnership;

c. If a corporation, the name
officer and director, the corporate
state of incorporation;

d. If a sole proprietorship,

proprietor and the name of the business entity;

e. If a limited liability company,

member, the name of each manager,

liability company,

limited liability company was organized;

f. Any other relevant information that the department

requires.
(b)
payment of the required fee,

to the applicant,

this part and rules adopted under this part.

(c)
must be submitted to the department
(d)

Any change in information

following factors in reviewing the qualifications of persons to

or sole proprietorship;

the full name of the sole

the name of the limited

and the name of the state in which the

Upon approval of the application by the department and
the department shall issue a permit

if the applicant meets the requirements of

The department shall consider,

R EPRESENTATI V E S

2011

sed by the applicant for the
of prescription drugs;
such as a

and

of the individual;

of each partner and the name

and title of each corporate

names, and the name of the

the name of each

and

required under paragraph (a)
before the change occurs.

at a minimum, the
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197| Dbe permitted under this part:

198 1. The applicant's having been found guilty, regardless of
199 adjudication, in a court of this state or other jurisdiction, of
200 a violation of a law that directly relates to a drug, device, or
201 cosmetic. A plea of nolo contendere constitutes a finding of

202 guilt for purposes of this subparagraph.

203 2. The applicant's having been disciplined by a regulatory
204| agency 1in any state for any offense that would constitute a

205| wviolation of this part.

206 3. Any felony conviction of the applicant under a federal,
207 state, or local law;

208 4. The applicant's past experience in manufacturing or

209| distributing drugs, devices, or cosmetics;

210 5. The furnishing by the applicant of false or fraudulent

211| material in any application made in connection with

212 manufacturing or distributing drugs, devices, or cosmetics;

213 6. Suspension or revocation by a federal, state, or local

214 government of any permit currently or previously held by the

215| applicant for the manufacture or distribution of any drugs,

216 devices, or cosmetics;

217 7. Compliance with permitting requirements under any

218| previously granted permits;

219 8. Compliance with requirements to maintain or make

220 available to the state permitting authority or to federal,

221 state, or local law enforcement officials those records required
222| under this section; and

223 9. Any other factors or qualifications the department

224 considers relevant to and consistent with the public health and
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228 eistributor:
229 (a) The department shall adopt rules for the biennial

230 renewal of permits.
231 (b) The department shall renew a permit upon receipt of
232| the renewal application and renewal fee if the applicant meets
233| the requirements established under this part and the rules
234 adopted under this part.
235 (c) A permit, unless sooner suspended or revoked,
236| automatically expires 2 years after the last day of the
237| anniversary month in which the permit was originally issued. A
238| permit issued under this part may be renewed by making
239| application for renewal on forms furnished by the department and
240| paying the appropriate fees. If a renewal application and fee
241 are submitted and postmarked after the expiration date of the
242 permit, the permit may be renewed only upon payment of a late
243 renewal delingquent fee of $100, plus the required renewal fee,
244 not later than 60 days after the expiration date.
245 (d) Failure to renew a permit in accordance with this
246| section precludes any future renewal of that permit. If a permit
247 issued pursuant to this part has expired and cannot be renewed,
248| before an establishment may engage in activities that require a
249 permit under this part, the establishment must submit an
250 application for a new permit, pay the applicable application
251 fee, the initial permit fee, and all applicable penalties, and
252| be issued a new permit by the department.
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253 (6) A permit issued by the department is nontransferable.
254 Each permit is wvalid only for the person or governmental unit to
255| which it is issued and is not subject to sale, assignment, or
256 other transfer, voluntarily or involuntarily; nor is a permit
257 valid for any establishment other than the establishment for

258| which it was originally issued.

259 (a) A person permitted under this part must notify the

260 department before making a change of address. The department

261 shall set a change of location fee not to exceed $100.

262 (b)l. An application for a new permit is required when a
263| majority of the ownership or controlling interest of a permitted
264| establishment is transferred or assigned or when a lessee agrees
265| to undertake or provide services to the extent that legal

266| liability for operation of the establishment will rest with the
267| lessee. The application for the new permit must be made before
268 the date of the sale, transfer, assignment, or lease.

269 2. A permittee that is authorized to distribute

270| prescription drugs may transfer such drugs to the new owner or
271 lessee under subparagraph 1. only after the new owner or lessee
272 has been approved for a permit to distribute prescription drugs.
273 (c) If an establishment permitted under this part closes,
274 the owner must notify the department in writing before the

275| effective date of closure and must:

276 1. Return the permit to the department;

277 2. If the permittee is authorized to distribute

278| prescription drugs, indicate the disposition of such drugs,

279 including the name, address, and inventory, and provide the name

280 and address of a person to contact regarding access to records
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729| distributeremploys—another designated representativeand

730 O Y i P, A P SuUNp U S Sy S SV 7/ W S SV, ey £ o+ LI PN R
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731| ef—+the new desigrated representatives

732 Section 3. Subsection (3) of section 499.003, Florida

733 Statutes, is amended to read:

734 499.003 Definitions of terms used in this part.—As used in
735 this part, the term:

736 (3) "Affiliated party" means:

737 (a) A director, officer, trustee, partner, or committee
738| member of a permittee or applicant or a subsidiary or service
739| corporation of the permittee or applicant;

740 (b) A person who, directly or indirectly, manages,

741 controls, or oversees the operation of a permittee or applicant,
742 regardless of whether such person is a partner, shareholder,

743 manager, member, officer, director, independent contractor, or

744 employee of the permittee or applicant;

745 e A—person—who—has—filedor is—reguired—teo—fite—=

746| persenalinfermation statementpursvant—+teo—s5+—4980-012{0)oris
7477 reguired—tobe identified inaon applicationfor o permit—or—=+o
748 i < < + Oor

749 (c)+e&» The five largest natural shareholders that own at
750 least 5 percent of the permittee or applicant.

751 Section 4. Paragraph (b) of subsection (13) of section

752 499.0121, Florida Statutes, is amended to read:

753 499.0121 Storage and handling of prescription drugs;

754 recordkeeping.—The department shall adopt rules to implement

755 this section as necessary to protect the public health, safety,

756 and welfare. Such rules shall include, but not be limited to,
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757 requirements for the storage and handling of prescription drugs
758 and for the establishment and maintenance of prescription drug
759| distribution records.

760 (13) DUE DILIGENCE OF SUPPLIERS.—Prior to purchasing any
761| prescription drugs from another wholesale distributor, a

762| prescription drug wholesale distributor, an out-of-state

763| prescription drug wholesale distributor, or a prescription drug
764 repackager must:

765 (b) Determine that the selling wholesale distributor has
766 insurance coverage of not less than the greater of 1 percent of
767| the amount of the total dollar volume of the prescription drug
768 sales in the previous year reported—to—the departmentunder oS-
769 499-061248)+¢) or $500,000; however, the coverage need not exceed
770 $2 million.

771 Section 5. Paragraph (b) of subsection (1) of section

772 499.067, Florida Statutes, is amended to read:

773 499.067 Denial, suspension, or revocation of permit,

774 certification, or registration.—

775 (1)

776 (b) The department may deny an application for a permit or
777 certification, or suspend or revoke a permit or certification,
778 if the department finds that:

779 1. The applicant is not of good moral character or that it
780| would be a danger or not in the best interest of the public

781 health, safety, and welfare if the applicant were issued a

782| permit or certification.

783 2. The applicant has not met the requirements for the

784| permit or certification.
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3. The applicant is not eligible for a permit or

certification for any of the reasons enumerated in s. 499.012.
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