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Florida Senate - 2016 CS for CS for SB 1604

By the Committees on Appropriations; and Health Policy; and
Senator Grimsley

576-04227-16 20161604c2
A bill to be entitled

An act relating to drugs, devices, and cosmetics;
amending s. 499.003, F.S.; providing, revising, and
deleting definitions for purposes of the Florida Drug
and Cosmetic Act; requiring rulemaking; specifying a
default rule until the Department of Business and
Professional Regulation adopts a rule; amending s.
499.005, F.S.; revising prohibited acts related to the
distribution of prescription drugs; conforming a
cross-reference; amending s. 499.0051, F.S.;
prohibiting the distribution of prescription drugs
without delivering a transaction history, transaction
information, and transaction statement; providing
penalties; deleting provisions and revising
terminology related to pedigree papers, to conform to
changes made by the act; amending s. 499.006, F.S.;
conforming provisions; amending s. 499.01, F.S.;
requiring nonresident prescription drug repackagers to
obtain an operating permit; authorizing a manufacturer
to engage in the wholesale distribution of
prescription drugs; providing for the issuance of
virtual prescription drug manufacturer permits and
virtual nonresident prescription drug manufacturer
permits to certain persons; providing exceptions from
certain virtual manufacturer requirements; requiring a
nonresident prescription drug repackager permit for
certain persons; deleting surety bond requirements for
prescription drug wholesale distributors; requiring
that certain persons obtain an out-of-state
prescription drug wholesale distributor permit;

providing that a restricted prescription drug
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distributor permit is not required for distributions
between certain pharmacies; requiring the Department
of Business and Professional Regulation to establish
by rule when such distribution constitutes regular and
systematic supplying of a prescription drug; requiring
certain third party logistic providers to be licensed;
requiring research and development labeling on certain
prescription drug active pharmaceutical ingredient
packaging; requiring certain manufacturers to create
and maintain certain records; requiring certain
prescription drug distributors to provide certain
information to health care entities for which they
repackage prescription drugs; requiring the department
to adopt rules concerning repackaged prescription drug
safety and integrity; amending s. 499.012, F.S.;
providing for issuance of a prescription drug
manufacturer permit or retail pharmacy drug wholesale
distributor permit when an applicant at the same
address is a licensed nuclear pharmacy or community
pharmacy; providing for the expiration of deficient
permit applications; requiring trade secret
information submitted by an applicant to be maintained
as a trade secret; authorizing the quadrennial renewal
of permits; providing for calculation of fees for such
permit renewals; revising procedures and application
requirements for permit renewals; providing for late
renewal fees; allowing a permittee who submits a
renewal application to continue operations; removing

certain application requirements for renewal of a
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permit; requiring bonds or other surety of a specified
amount; requiring proof of inspection of
establishments used in wholesale distribution;
authorizing the Department of Business and
Professional Regulation to contract for the collection
of electronic fingerprints under certain
circumstances; providing information that may be
submitted in lieu of certain application requirements
for specified permits and certifications; removing
provisions relating to annual renewal and expiration
of permits; conforming cross-references; amending s.
499.01201, F.S.; conforming provisions; amending s.
499.0121, F.S.; revising prescription drug
recordkeeping requirements; specifying recordkeeping
requirements for manufacturers and repackagers of
medical devices, over-the-counter drugs, and
cosmetics; increasing the quantity of unit doses of a
controlled substance that may be ordered in any given
month by a customer without triggering a requirement
that a wholesale distributor perform a reasonableness
assessment; conforming provisions; amending s.
499.015, F.S.; providing for the expiration, renewal,
and issuance of certain drug, device, and cosmetic
product registrations; providing for product
registration fees; amending ss. 499.03, 499.05, and
499.051, F.S.; conforming provisions to changes made
by the act; amending s. 499.066, F.S.; authorizing the
issuance of nondisciplinary citations; authorizing the

department to adopt rules designating violations for
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which a citation may be issued; authorizing the
department to recover investigative costs pursuant to
the citation; specifying a time limitation for
issuance of a citation; providing for service of a
citation; amending s. 499.82, F.S.; revising the

A\Y

definition of “wholesale distribution” for purposes of
medical gas requirements; amending s. 499.89, F.S.;
conforming provisions; repealing s. 499.01212, F.S.,
relating to pedigree papers; amending ss. 409.9201,
499.067, 794.075, and 921.0022, F.S.; conforming

cross-references; providing an effective date.

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

Section 1. Section 499.003, Florida Statutes, is amended to
read:

499.003 Definitions of terms used in this part.—As used 1in
this part, the term:

(1) “Active pharmaceutical ingredient” includes any

substance or mixture of substances intended, represented, or

labeled for use in drug manufacturing that furnishes or is

intended to furnish, in a finished dosage form, any

pharmacological activity or other direct effect in the

diagnosis, cure, mitigation, treatment, therapy, or prevention

of disease in humans or other animals, or to affect the

structure or any function of the body of humans or animals.

(2) 4+ “Advertisement” means any representation
disseminated in any manner or by any means, other than by

labeling, for the purpose of inducing, or which is likely to
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induce, directly or indirectly, the purchase of drugs, devices,
or cosmetics.

(3) “Affiliate” means a business entity that has a

relationship with another business entity in which, directly or

indirectly:

(a) The business entity controls, or has the power to

control, the other business entity; or

(b) A third party controls, or has the power to control,

both business entities.
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(4)+43> “Affiliated party” means:

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

(b) A person who, directly or indirectly, manages,
controls, or oversees the operation of a permittee or applicant,
regardless of whether such person is a partner, shareholder,
manager, member, officer, director, independent contractor, or
employee of the permittee or applicant;

(c) A person who has filed or is required to file a
personal information statement pursuant to s. 499.012(9) or is
required to be identified in an application for a permit or to
renew a permit pursuant to s. 499.012(8); or

(d) The five largest natural shareholders that own at least
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148 5 percent of the permittee or applicant.
149 (5)+4) “Applicant” means a person applying for a permit or

150 certification under this part.
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160 (6) “Certificate of free sale” means a document prepared by

161l the department which certifies a drug, device, or cosmetic, that
162 is registered with the department, as one that can be legally
163 sold in the state.

164 (7) “Chain pharmacy warehouse” means a wheltesate

165 distributor permitted pursuant to s. 499.01 that maintains a

166| physical location for prescription drugs that functions solely

167 as a central warehouse to perform intracompany transfers of such

168| drugs between members of an affiliate feo—a—member—of3£s

169 affiliagted—greup.

170 (8) “Closed pharmacy” means a pharmacy that is licensed

171 under chapter 465 and purchases prescription drugs for use by a

172 limited patient population and not for wholesale distribution or
173 sale to the public. The term does not include retail pharmacies.
174 (9) “Color” includes black, white, and intermediate grays.

175 (10) “Color additive” means, with the exception of any

176| material that has been or hereafter is exempt under the federal
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act, a material that:

(a) Is a dye pigment, or other substance, made by a process
of synthesis or similar artifice, or extracted, isolated, or
otherwise derived, with or without intermediate or final change
of identity from a vegetable, animal, mineral, or other source;
or

(b) When added or applied to a drug or cosmetic or to the
human body, or any part thereof, is capable alone, or through
reaction with other substances, of imparting color thereto.

(11) “Contraband prescription drug” means any adulterated
drug, as defined in s. 499.006, any counterfeit drug, as defined
in this section, and also means any prescription drug for which
a transaction history, transaction information, or transaction
statement pedigree—paper does not exist, or for which the
transaction history, transaction information, or transaction

statement pedigree—paper in existence has been forged,

counterfeited, falsely created, or contains any altered, false,
or misrepresented matter.

(12) “Cosmetic” means an article, with the exception of
soap, that is:

(a) Intended to be rubbed, poured, sprinkled, or sprayed
on; introduced into; or otherwise applied to the human body or
any part thereof for cleansing, beautifying, promoting
attractiveness, or altering the appearance; or

(b) Intended for use as a component of any such article.

(13) “Counterfeit drug,” “counterfeit device,” or
“counterfeit cosmetic” means a drug, device, or cosmetic which,
or the container, seal, or labeling of which, without

authorization, bears the trademark, trade name, or other
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identifying mark, imprint, or device, or any likeness thereof,
of a drug, device, or cosmetic manufacturer, processor, packer,
or distributor other than the person that in fact manufactured,
processed, packed, or distributed that drug, device, or cosmetic
and which thereby falsely purports or is represented to be the
product of, or to have been packed or distributed by, that other
drug, device, or cosmetic manufacturer, processor, packer, or
distributor.

(14) “Department” means the Department of Business and
Professional Regulation.

(15) “Device” means any instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other
similar or related article, including its components, parts, or
accessories, which is:

(a) Recognized in the current edition of the United States
Pharmacopoeia and National Formulary, or any supplement thereof,

(b) Intended for use in the diagnosis, cure, mitigation,
treatment, therapy, or prevention of disease in humans or other
animals, or

(c) Intended to affect the structure or any function of the

body of humans or other animals,

and that does not achieve any of its principal intended purposes
through chemical action within or on the body of humans or other
animals and which is not dependent upon being metabolized for
the achievement of any of its principal intended purposes.

(16) “Distribute” or “distribution” means to sell,

purchase, trade, deliver, handle, store, or receive fe—seltls
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(17)+4+8> “Drug” means an article that is:

(a) Recognized in the current edition of the United States
Pharmacopoeia and National Formulary, official Homeopathic
Pharmacopoeia of the United States, or any supplement to any of
those publications;
mitigation,

(b) Intended for use in the diagnosis, cure,

treatment, therapy, or prevention of disease in humans or other
animals;

(c) Intended to affect the structure or any function of the
body of humans or other animals; or

(d) Intended for use as a component of any article
(b),

includes active pharmaceutical ingredients,

specified in paragraph (a), paragraph or paragraph (c), and

but does not include

devices or their nondrug components, parts, or accessories. Fer

\\
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(18)+4+%) “Establishment” means a place of business which is
at one general physical location and may extend to one or more
contiguous suites, units, floors, or buildings operated and
controlled exclusively by entities under common operation and
control. Where multiple buildings are under common exclusive
ownership, operation, and control, an intervening thoroughfare
does not affect the contiguous nature of the buildings. For
purposes of permitting, each suite, unit, floor, or building
must be identified in the most recent permit application.

(19) 4269 “Federal act” means the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. ss. 301 et seq.; 52 Stat. 1040 et seq.

(20) 42+ “Freight forwarder” means a person who receives
prescription drugs which are owned by another person and
designated by that person for export, and exports those
prescription drugs.

(21) 422> “Health care entity” means a closed pharmacy or
any person, organization, or business entity that provides
diagnostic, medical, surgical, or dental treatment or care, or
chronic or rehabilitative care, but does not include any
wholesale distributor or retail pharmacy licensed under state
law to deal in prescription drugs. However, a blood
establishment is a health care entity that may engage in the

wholesale distribution of prescription drugs under s.
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499.01(2) (h)1l.c. 490012 ftegrt-e
(22)423)> “Health care facility” means a health care

facility licensed under chapter 395.

(23)+424) “Hospice” means a corporation licensed under part
IV of chapter 400.

(24)+425) “Hospital” means a facility as defined in s.
395.002 and licensed under chapter 395.

(25)+426) “Immediate container” does not include package
liners.

(26)+42#+)- “Label” means a display of written, printed, or
graphic matter upon the immediate container of any drug, device,
or cosmetic. A requirement made by or under authority of this
part or rules adopted under this part that any word, statement,
or other information appear on the label is not complied with
unless such word, statement, or other information also appears
on the outside container or wrapper, if any, of the retail
package of such drug, device, or cosmetic or is easily legible
through the outside container or wrapper.

(27)+428) “Labeling” means all labels and other written,
printed, or graphic matters:

(a) Upon a drug, device, or cosmetic, or any of its
containers or wrappers; oOr

(b) Accompanying or related to such drug, device, or
cosmetic.

(28) 429 “Manufacture” means the preparation, deriving,
compounding, propagation, processing, producing, or fabrication
of any drug, device, or cosmetic.

(29)436> “Manufacturer” means:

(a) A person who holds a New Drug Application, an
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322| Abbreviated New Drug Application, a Biologics License

323| Application, or a New Animal Drug Application approved under the

324 federal act or a license issued under s. 351 of the Public

325 Health Service Act, 42 U.S.C. s. 262, for such drug or

326| biologics, or if such drug or biologics are not the subject of

327 an approved application or license, the person who manufactured

328 the drug or biologics prepares;—derives,—manufactures;—ox
329 produces—adrug—deviece;—eor—cosmetie;
330 (b) A co-licensed partner of the person described in

331| paragraph (a) who obtains the drug or biologics directly from a

332| person described in paragraph (a), paragraph (c), or this

333| paragraph Fhehelder—eorheoelders—eofa New DBrugApptication—NBA);
334

335

336| preovided—suchapplicationhas beecome—effeectiveoris—eotherwise
337| appreved—eonsistent—withs5+—490-023;

338 (c) An affiliate of a person described in paragraph (a),

339| paragraph (b), or this paragraph that receives the drug or

340| biologics directly from a person described in paragraph (a),

341| paragraph (b), or this paragraph A private label distributer for

342

346 Boracn wocrd ot o] dea Ao e P P U = D A £
tJC-LOUll J_C\j_LOL,C_LC\J. | I i A e LS i B ey [ S PR W B N iy @ R (& B &) (& MMM TTO T OO T T O T A (&
347 D P [ LS. [, 1y KPP PP E NS I I U, AL Saracranh
tJ_LCO\/_L_LtJL,_LULI A\ i L/l\j, Wil ) A\ S P I U S i AL W LI tJ(/l_L(/l\j_L().tJLL \ Wi 7 tJ(,l_L(,l\j_L(,ltJlL

348 () D P, I AP N o oo 4t D P A
\J\J,, A t/uJ—ugJ—ut/Ll \ ,, Wil TITCTOO I T C T 1T LTI T C (&8 W LT T CCTTIT (_/LvJ_\_/\_/lI.L\_/J.J.L,

349| withonother prescriptiondrugmanufacturer thot authorizes
350| exther manufocturer to distribute the preseriptiondrus
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(a) Any drug the composition of which is such that the drug
is not generally recognized, among experts qualified by
scientific training and experience to evaluate the safety and
effectiveness of drugs, as safe and effective for use under the

conditions prescribed, recommended, or suggested in the labeling

of that drug; or

(b) Any drug the composition of which is such that the
drug, as a result of investigations to determine its safety and
effectiveness for use under certain conditions, has been
recognized for use under such conditions, but which drug has

not, other than in those investigations, been used to a material

extent or for a material time under such conditions.

] ohaan? Ao o g leoanl
TOT—Cria It Mot s—a—wirorr oot

PP T I I ha ~h
T oo wir=Cr— ¢

\\ 2 r’

part II of chapter 400.
(34)436) “Official compendium” means the current edition of

the official United States Pharmacopoeia and National Formulary,

or any supplement thereto.
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(35)438)> “Permittee” means any person holding a permit

issued under this chapter pursuvant—te——s-—499-012.

(36) 435> “Person” means any individual, child, joint
venture, syndicate, fiduciary, partnership, corporation,
division of a corporation, firm, trust, business trust, company,
estate, public or private institution, association,
organization, group, city, county, city and county, political
subdivision of this state, other governmental agency within this
state, and any representative, agent, or agency of any of the
foregoing, or any other group or combination of the foregoing.

(37) 446> “Pharmacist” means a person licensed under chapter
465.

(38) 443> “Pharmacy” means an entity licensed under chapter
465.

(39) 42> “Prepackaged drug product” means a drug that
originally was in finished packaged form sealed by a
manufacturer and that is placed in a properly labeled container
by a pharmacy or practitioner authorized to dispense pursuant to
chapter 465 for the purpose of dispensing in the establishment
in which the prepackaging occurred.

(40) 443> “Prescription drug” means a prescription,
medicinal, or legend drug, including, but not limited to,
finished dosage forms or active pharmaceutical ingredients
subject to, defined by, or described by s. 503 (b) of the federal

act or s. 465.003(8), s. 499.007(13), subsection (31) +32)}, or
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(47)+452) “Veterinary prescription drug” means a
prescription drug intended solely for veterinary use. The label
of the drug must bear the statement, “Caution: Federal law
restricts this drug to sale by or on the order of a licensed
veterinarian.”

(48)+453) “Wholesale distribution” means the distribution of

a prescription drug to a person drugs—teo—persons other than a
consumer or patient, or the receipt of a prescription drug by a

person other than the consumer or patient, but does not include:

(a) Any of the following activities, which is not a

violation of s. 499.005(21) if such activity is conducted in

accordance with s. 499.01(2) (h) 499032 +g):

1. The purchase or other acquisition by a hospital or other

health care entity that is a member of a group purchasing
organization of a prescription drug for its own use from the
group purchasing organization or from other hospitals or health

care entities that are members of that organization.

2. The distribution sate—purehase;—or—+trade of a

prescription drug or an offer to distribute selds—purehases—o=r

£rade a prescription drug by a charitable organization described
in s. 501 (c) (3) of the Internal Revenue Code of 1986, as amended
and revised, to a nonprofit affiliate of the organization to the

extent otherwise permitted by law.

3. The distribution sate—purehase;—or—trade of a

Hh

+
O

r
T

prescription drug er—an—of

preseription—druvg among hospitals or other health care entities
that are under common control. For purposes of this
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subparagraph, “common control” means the power to direct or

cause the direction of the management and policies of a person

or an organization, whether by ownership of stock, by voting

rights, by contract, or otherwise.

4. The distribution sale;—purehaser—Etrader—or other

£ransfer of a prescription drug from or for any federal, state,
or local government agency or any entity eligible to purchase
prescription drugs at public health services prices pursuant to
Pub. L. No. 102-585, s. 602 to a contract provider or its
subcontractor for eligible patients of the agency or entity
under the following conditions:

a. The agency or entity must obtain written authorization
£

for the distribution sate;—purechase;—trade;—or other +trans

a prescription drug under this subparagraph from the Secretary
of Business and Professional Regulation or his or her designee.

b. The contract provider or subcontractor must be
authorized by law to administer or dispense prescription drugs.

c. In the case of a subcontractor, the agency or entity
must be a party to and execute the subcontract.

d. The contract provider and subcontractor must maintain
and produce immediately for inspection all records of movement
or transfer of all the prescription drugs belonging to the
agency or entity, including, but not limited to, the records of
receipt and disposition of prescription drugs. Each contractor
and subcontractor dispensing or administering these drugs must
maintain and produce records documenting the dispensing or
administration. Records that are required to be maintained
include, but are not limited to, a perpetual inventory itemizing

drugs received and drugs dispensed by prescription number or
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554 administered by patient identifier, which must be submitted to
555 the agency or entity quarterly.
556 e. The contract provider or subcontractor may administer or
557| dispense the prescription drugs only to the eligible patients of
558| the agency or entity or must return the prescription drugs for
559| or to the agency or entity. The contract provider or
560 subcontractor must require proof from each person seeking to
561 fill a prescription or obtain treatment that the person is an
562| eligible patient of the agency or entity and must, at a minimum,
563| maintain a copy of this proof as part of the records of the
564 contractor or subcontractor required under sub-subparagraph d.
565 f. In addition to the departmental inspection authority set
566 forth in s. 499.051, the establishment of the contract provider
567 and subcontractor and all records pertaining to prescription
568 drugs subject to this subparagraph shall be subject to
569 inspection by the agency or entity. All records relating to
570| prescription drugs of a manufacturer under this subparagraph
571 shall be subject to audit by the manufacturer of those drugs,
572| without identifying individual patient information.
573 (b) Any of the following activities, which is not a
574 violation of s. 499.005(21) if such activity is conducted in

575 accordance with rules established by the department:

576 1. The distribution sale;—purehase;—or—Etrade o0f a

577 prescription drug among federal, state, or local government
578 health care entities that are under common control and are

579 authorized to purchase such prescription drug.

580 2. The distribution sate;—purehase;—eor—+trade of a

581| prescription drug or am offer to distribute sell;—purehase;—o*r

582| +*£xrade a prescription drug for emergency medical reasons, which
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may include—Ferpurposes—eofthis subparagraph;—The—term
Lemergeneymedical—reasenst—inetudes transfers of prescription

drugs by a retail pharmacy to another retail pharmacy to

alleviate a temporary shortage. For purposes of this

subparagraph, a drug shortage not caused by a public health

emergency does not constitute an emergency medical reason.

3. The distribution £ramsfer of a prescription drug

acquired by a medical director on behalf of a licensed emergency
medical services provider to that emergency medical services
provider and its transport vehicles for use in accordance with

the provider’s license under chapter 401.

V| Th ratzacat 1 A £ o oo r +h rat i1 £ o e~ a g ot n
T TtC eV OoOta Tt O SaxrC— O T o tTtourit O o prCSCrTrTTp Tt ITOTt
driier + +h Narann! o v~ gt d Ay Ay haol o PR L 1 £V
o cOoO—CciiC— Pt SOt o proesCrrrpcrot Orog wirtorSoarC—sSuapp T CT

4.5+ The donation of a prescription drug by a health care
entity to a charitable organization that has been granted an
exemption under s. 501 (c) (3) of the Internal Revenue Code of
1986, as amended, and that is authorized to possess prescription
drugs.

5.6+ The distribution +ramsfer of a prescription drug by a

person authorized to purchase or receive prescription drugs to a
person licensed or permitted to handle reverse distributions or
destruction under the laws of the jurisdiction in which the
person handling the reverse distribution or destruction receives
the drug.

6.7+ The distribution &ramsfer of a prescription drug by a

hospital or other health care entity to a person licensed under
this part to repackage prescription drugs for the purpose of
repackaging the prescription drug for use by that hospital, or

other health care entity and other health care entities that are
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under common control, if ownership of the prescription drugs
remains with the hospital or other health care entity at all
times. In addition to the recordkeeping requirements of s.

499.0121(6), the hospital or health care entity that distributes

£ransfers prescription drugs pursuant to this subparagraph must
reconcile all drugs distributed +ramnsferred and returned and

resolve any discrepancies in a timely manner.

(c) Intracompany distribution of any drug between members

of an affiliate or within a manufacturer.

(d) The distribution of a prescription drug by the

manufacturer of the prescription drug.

(e)4e)> The distribution of prescription drug samples by
manufacturers’ representatives or distributors’ representatives
conducted in accordance with s. 499.028.

(f) The distribution of a prescription drug by a third-

party logistics provider permitted or licensed pursuant to and

operating in compliance with the laws of this state and federal

law if such third-party logistics provider does not take

ownership of the prescription drug.

(g) The distribution of a prescription drug, or an offer to

distribute a prescription drug by a repackager registered as a

drug establishment with the United States Food and Drug

Administration that has taken ownership or possession of the

prescription drug and repacks it in accordance with this part.

(h) The purchase or other acquisition by a dispenser,

hospital, or other health care entity of a prescription drug for

use by such dispenser, hospital, or other health care entity.

(i) The distribution of a prescription drug by a hospital

or other health care entity, or by a wholesale distributor or
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641| manufacturer operating at the direction of the hospital or other

642 health care entity, to a repackager for the purpose of

643| repackaging the prescription drug for use by that hospital, or

644 other health care entity and other health care entities that are

645| under common control, if ownership of the prescription drug

646 remains with the hospital or other health care entity at all
647 times.
648 (j) 4 The distribution sale—purehase—oer—+trade of blood

649| and blood components intended for transfusion. As used in this
650 paragraph, the term “blood” means whole blood collected from a
651 single donor and processed for transfusion or further

652 manufacturing, and the term “blood components” means that part
653 of the blood separated by physical or mechanical means.

654 (k) 4e)> The lawful dispensing of a prescription drug in

655 accordance with chapter 465.

656 (1) The distribution sate;—purehase;—or—+trade of a

657| prescription drug between pharmacies as a result of a sale,
658 transfer, merger, or consolidation of all or part of the
659| business of the pharmacies from or with another pharmacy,
660| whether accomplished as a purchase and sale of stock or of
661| business assets.

662 (m) The distribution of minimal quantities of prescription

663 drugs by a licensed retail pharmacy to a licensed practitioner

664 for office use in compliance with chapter 465 and rules adopted

665| thereunder. The department shall adopt rules specifying the

666| quantities of prescription drugs which are considered to be

667 minimal quantities. However, until such rules are adopted,

668| minimal quantities distributed may not exceed 3 percent of the

669 retail pharmacy’s total annual purchases of prescription drugs.
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(n) The distribution of an intravenous prescription drug

that, by its formulation, is intended for the replenishment of

fluids and electrolytes, such as sodium, chloride, and potassium

or calories, such as dextrose and amino acids.

(0) The distribution of an intravenous prescription drug

used to maintain the equilibrium of water and minerals in the

body, such as dialysis solutions.

(p) The distribution of a prescription drug that is

intended for irrigation or sterile water, whether intended for

such purposes or for injection.

(q) The distribution of an exempt medical convenience kit

pursuant to 21 U.S.C. s. 353 (e) (4) (M).

(r) A common carrier that transports a prescription drug,

if the common carrier does not take ownership of the

prescription drug.

(s) Saleable drug returns when conducted by a dispenser.

(t) Facilitating the distribution of a prescription drug by

providing solely administrative services, including processing

of orders and payments.

(u) The distribution by a charitable organization described

in s. 501 (c) (3) of the Internal Revenue Code of prescription

drugs donated to or supplied at a reduced price to the

charitable organization to:

1. A licensed health care practitioner, as defined in s.

456.001, who is authorized under the appropriate practice act to

prescribe and administer prescription drugs;

2. A health care clinic establishment permitted pursuant to

chapter 499; or

3. The Department of Health or the licensed medical
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director of a government agency health care entity, authorized

to possess prescription drugs, for storage and use in the

treatment of persons in need of emergency medical services,

including controlling communicable diseases or providing

protection from unsafe conditions that pose an imminent threat

to public health,

if the distributor and the receiving entity receive no direct or

indirect financial benefit other than tax benefits related to

charitable contributions. Distributions under this section that

involve controlled substances must comply with all state and

federal regulations pertaining to the handling of controlled

substances.

(v) The distribution of medical gas pursuant to part III of

this chapter.

(49) 4543 “Wholesale distributor” means a amy person, other

than a manufacturer, a manufacturer’s co-licensed partner, a

third-party logistics provider, or a repackager, who is engaged

in wholesale distribution ef—preseription drugs—in or inte—+this
4+
T

+ n 119 it o~~~
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Section 2. Subsections (21), (28), and (29) of section
499.005, Florida Statutes, are amended to read:
499.005 Prohibited acts.—It is unlawful for a person to
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perform or cause the performance of any of the following acts in
this state:

(21) The wholesale distribution of any prescription drug
that was:

(a) Purchased by a public or private hospital or other
health care entity; or

(b) Donated or supplied at a reduced price to a charitable

organization,

unless the wholesale distribution of the prescription drug is

authorized in s. 499.01(2) (h)1l.c. 49903+ {grter

(28) Failure to acquire or deliver a transaction history,

transaction information, or transaction statement pedigree—paper

as required under this part and rules adopted under this part.

(DO Tl raoo it £ N N~y g ot o n Aty e ong o 1 e

T 7 T T CCCTPp Tt O o prCSCTrrp oo Oroag puarouaaitrc co o
JeIE IR 2-C LI A —SNEN 1l xz A~ T IR R N NN = L narnar +h a4+ 7o o o ot o +
STt rcantCOtoo Ty ot vIng o pCOTrgTrCt—pPopCT tiiat wasS otcrccoocecCt c©O
T TV A S A4 sz +h haol o A1 oty N oo
oo ot Cura ot ComMpTrCtt—oy it wiorCoaorC—OTrSsecrroa oLt oS

Section 3. Subsections (4) through (17) of section
499.0051, Florida Statutes, are renumbered as subsections (3)
through (16), respectively, and subsections (1) and (2), present
subsection (3), paragraphs (h) and (i) of present subsection
(12), paragraph (d) of present subsection (13), and present
subsection (15) of that section are amended, to read:

499.0051 Criminal acts.—

(1) FAILURE TO MAINTAIN OR DELIVER TRANSACTION HISTORY,

TRANSACTION INFORMATION, OR TRANSACTION STATEMENT PREBDIFGREE
PARERS . —
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(a) A person—ether—thana manufaeturer; engaged in the
whetesate distribution of prescription drugs who fails to

deliver to another person a complete and accurate transaction

history, transaction information, or transaction statement

pedigree—papers concerning a prescription drug or contraband

prescription drug, as required by this chapter and rules adopted

under this chapter, before prier—+e, or simultaneous with, the

transfer of the prescription drug or contraband prescription
drug to another person commits a felony of the third degree,
punishable as provided in s. 775.082, s. 775.083, or s. 775.084.
(b) A person engaged in the whetesate distribution of
prescription drugs who fails to acquire a complete and accurate
transaction history, transaction information, or transaction

statement pedigree—papers concerning a prescription drug or

contraband prescription drug, as required by this chapter and

rules adopted under this chapter, before prier—te, or

simultaneous with, the receipt of the prescription drug or
contraband prescription drug from another person commits a
felony of the third degree, punishable as provided in s.
775.082, s. 775.083, or s. 775.084.

(c) Any person who knowingly destroys, alters, conceals, or

fails to maintain a complete and accurate transaction history,

transaction information, or transaction statement pedigree

pape¥rs concerning any prescription drug or contraband

prescription drug, as required by this chapter and rules adopted

under this chapter, in his or her possession commits a felony of

the third degree, punishable as provided in s. 775.082, s.
775.083, or s. 775.084.

2 —FA I EURE—FO-—AUTHENTFCATE—PEBFGREE—PARPERS——Fffective—Juty
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(2) 43 KNOWING FORGERY OF TRANSACTION HISTORY, TRANSACTION

INFORMATION, OR TRANSACTION STATEMENT PEDIGREE—PAPERS.—A person

who knowingly forges, counterfeits, or falsely creates any

transaction history, transaction information, or transaction

statement pedigree—paper;

matter contained on any transaction history,

who falsely represents any factual

transaction

or transaction statement pedigree—paper;

knowingly omits to record material information required to be

information, or who

transaction information, or

transaction statement pedigree—paper,

recorded in a transaction history,

commits a felony of the

second degree, punishable as provided in s. 775.082, s. 775.083,
or s. 775.084.

illl+%2+ ADULTERATED AND MISBRANDED DRUGS; FALSE
ADVERTISEMENT; FAILURE TO MAINTAIN RECORDS RELATING TO DRUGS.—
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815| Any person who violates any of the following provisions commits
816 a misdemeanor of the second degree, punishable as provided in s.
817 775.082 or s. 775.083; but, if the violation is committed after
818 a conviction of such person under this subsection has become
819| final, such person commits a misdemeanor of the first degree,
820| punishable as provided in s. 775.082 or s. 775.083, or as
821 otherwise provided in this part:

822 (h) The failure to maintain records related to a drug as
823| required by this part and rules adopted under this part, except
824 for transaction histories, transaction information, or

825| transaction statements pedigree—papers, 1invoices, or shipping

826| documents related to prescription drugs.
827 (i) The possession of any drug in violation of this part,

828| except if the violation relates to a deficiency in transaction

829 histories, transaction information, or transaction statements

830| pedigree—papers.
831 (12)++4=33> REFUSAL TO ALLOW INSPECTION; SELLING, PURCHASING,

832 OR TRADING DRUG SAMPLES; FAILURE TO MAINTAIN RECORDS RELATING TO

833 PRESCRIPTION DRUGS.—Any person who violates any of the following
834| provisions commits a felony of the third degree, punishable as
835 provided in s. 775.082, s. 775.083, or s. 775.084, or as

836 otherwise provided in this part:

837 (d) The failure to receive, maintain, or provide invoices

838 and shipping documentss—ether—than pedigree—papersy if

839 applicable, related to the distribution of a prescription drug.
840 (15) FALSE ADVERTISEMENT.—A publisher, radio broadcast

841 licensee, or agency or medium for the dissemination of an

842 advertisement, except the manufacturer, repackager, wholesale

843 distributor, or seller of the article to which a false
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844 advertisement relates, is not liable under subsection (11) -2},

845 subsection (12) ++33, or subsection (13) +34) by reason of the
846 dissemination by him or her of such false advertisement, unless
847 he or she has refused, on the request of the department, to

848 furnish to the department the name and post office address of
849 the manufacturer, repackager, wholesale distributor, seller, or
850 advertising agency that asked him or her to disseminate such

851 advertisement.

852 Section 4. Section 499.006, Florida Statutes, 1s amended to
853 read:
854 499.006 Adulterated drug or device.—A drug or device is

855 adulterated, if any of the following apply:

856 (1) £ It consists in whole or in part of any filthy,

857| putrid, or decomposed substance.s

858 (2) = It has been produced, prepared, packed, or held

859| wunder conditions whereby it could have been contaminated with
860 filth or rendered injurious to health.s

861 (3) = It is a drug and the methods used in, or the

862 facilities or controls used for, its manufacture, processing,
863| packing, or holding do not conform to, or are not operated or
864 administered in conformity with, current good manufacturing

865| practices to assure that the drug meets the requirements of this
866| part and that the drug has the identity and strength, and meets
867 the standard of gquality and purity, which it purports or is

868 represented to possess.i

869 (4) = It is a drug and its container is composed, in whole
870 or in part, of any poisonous or deleterious substance which

871 could render the contents injurious to health.s

872 (5) = It is a drug and it bears or contains, for the
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purpose of coloring only, a color additive that is unsafe within
the meaning of the federal act; or, if it is a color additive,
the intended use of which in or on drugs is for the purpose of
coloring only, and it is unsafe within the meaning of the
federal act.+

(6) £ It purports to be, or is represented as, a drug the
name of which is recognized in the official compendium, and its
strength differs from, or its quality or purity falls below, the
standard set forth in such compendium. The determination as to
strength, quality, or purity must be made in accordance with the
tests or methods of assay set forth in such compendium, or, when
such tests or methods of assay are absent or inadequate, in
accordance with those tests or methods of assay prescribed under
authority of the federal act. A drug defined in the official
compendium is not adulterated under this subsection merely
because it differs from the standard of strength, quality, or
purity set forth for that drug in such compendium if its
difference in strength, quality, or purity from such standard is
plainly stated on its label.s

(7) = It is not subject to subsection (6) and its strength
differs from, or its purity or quality falls below the standard
of, that which it purports or is represented to possess.3

(8) = It is a drug:

(a) With which any substance has been mixed or packed so as
to reduce the quality or strength of the drug; or

(b) For which any substance has been substituted wholly or
in part.s

(9) = It is a drug or device for which the expiration date

has passed.+
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(10) £ It is a prescription drug for which the required

transaction history, transaction information, or transaction

statement pedigr paper 1s nonexistent, fraudulent, or

incomplete under the requirements of this part or applicable
rules, or that has been purchased, held, sold, or distributed at
any time by a person not authorized under federal or state law
to do so.y—er

(11) #£ It is a prescription drug subject to, defined by,
or described by s. 503 (b) of the Federal Food, Drug, and
Cosmetic Act which has been returned by a veterinarian to a
limited prescription drug veterinary wholesale distributor.

Section 5. Section 499.01, Florida Statutes, is amended to
read:

499.01 Permits.—

(1) Before Prier—te operating, a permit is required for

each person and establishment that intends to operate as:

Q

~ [~ ~ ~ ~

A prescription drug manufacturer;
A prescription drug repackager;
A nonresident prescription drug manufacturer;

A nonresident prescription drug repackager;

o | Q O

A prescription drug wholesale distributor;

5|
i3

An out-of-state prescription drug wholesale

distributor;

retail pharmacy drug wholesale distributor;

Q

restricted prescription drug distributor;

e

complimentary drug distributor;

—
-
~

freight forwarder;

veterinary prescription drug retail establishment;

z
A -

[

veterinary prescription drug wholesale
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distributor;

(m)43+- A limited prescription drug veterinary wholesale
distributor;

(n) 4wy An over-the-counter drug manufacturer;

(

(

(

(@]

4> A device manufacturer;

)€e)r A cosmetic manufacturer;

i)

)4e> A third party logistics provider; or
(r)He A health care clinic establishment.

LQ

H

)
(2) The following permits are established:
(a)

drug manufacturer permit is required for any person that is a

Prescription drug manufacturer permit.—A prescription

manufacturer of a prescription drug and that manufactures or
distributes such prescription drugs in this state.

1. A person that operates an establishment permitted as a
prescription drug manufacturer may engage in whelesate
distribution of prescription drugs for which the person is the

manufacturer manuvfacturedat—thatestablishment and must comply

with s. 499.0121 and all other ef—+he provisions of this part+
execept—-5+—499-0831212+ and £he rules adopted under this part+
execept—S+—490- 01212 —whiech appty—to—awhotesatedistributer. The

department shall adopt rules for issuing a virtual prescription

drug manufacturer permit to a person who engages in the

manufacture of prescription drugs but does not make or take

physical possession of any prescription drugs. The rules adopted

by the department under this section may exempt virtual

manufacturers from certain establishment,

499.0121.

security, and storage

requirements set forth in s.

2. A prescription drug manufacturer must comply with all

appropriate state and federal good manufacturing practices.
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3. A blood establishment, as defined in s. 381.06014,

operating in a manner consistent with the provisions of 21

C.F.R. parts 211 and 600-640, and manufacturing only the

prescription drugs described in s. 499.003(48) (j) 499063453+

is not required to be permitted as a prescription drug

manufacturer under this paragraph or to register products under
s. 499.015.

(b) Prescription drug repackager permit.—A prescription
drug repackager permit is required for any person that
repackages a prescription drug in this state.

1. A person that operates an establishment permitted as a
prescription drug repackager may engage in whetesalte
distribution of prescription drugs repackaged at that
establishment and must comply with all of the provisions of this
part and the rules adopted under this part that apply to a
prescription drug manufacturer whetesale—distributor.

2. A prescription drug repackager must comply with all
appropriate state and federal good manufacturing practices.

(c) Nonresident prescription drug manufacturer permit.—A
nonresident prescription drug manufacturer permit is required
for any person that is a manufacturer of prescription drugs,
unless permitted as a third party logistics provider, located
outside of this state or outside the United States and that
engages in the whetesate distribution in this state of such
prescription drugs. Each such manufacturer must be permitted by
the department and comply with all of the provisions required of

a prescription drug manufacturer whetesale—distributer under

this part—exeept—s+—499-012+2. The department shall adopt rules

for issuing a virtual nonresident prescription drug manufacturer
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989| permit to a person who engages in the manufacture of

990| prescription drugs but does not make or take physical possession

991 of any prescription drugs. The rules adopted by the department

992| wunder this section may exempt virtual nonresident manufacturers

993| from certain establishment, security, and storage requirements
994 set forth in s. 499.0121.

995 1. A person that distributes prescription drugs for which

996 the person is not the manufacturer must also obtain an out-of-

997 state prescription drug wholesale distributor permit or third

998| party logistics provider permit pursuant to this section to

999| engage in the whelesate distribution of such prescription drugs
1000 when required by this part. This subparagraph does not apply to

1001 a manufacturer that distributes prescription drugs only for the

1002| manufacturer of the prescription drugs where both manufacturers

1003 are affiliates as—defined3ns+—499 00336 fe).

1004 2. Any such person must comply with the licensing or

1005| permitting requirements of the jurisdiction in which the

1006| establishment is located and the federal act, and any

1007| prescription drug distributed preduet—whetesaled into this state
1008| must comply with this part. If a person intends to import

1009| prescription drugs from a foreign country into this state, the
1010| nonresident prescription drug manufacturer must provide to the
1011 department a list identifying each prescription drug it intends
1012 to import and document approval by the United States Food and
1013| Drug Administration for such importation.

1014 (d) Nonresident prescription drug repackager permit.-A

1015 nonresident prescription drug repackager permit is required for

1016| any person located outside of this state, but within the United

1017 States or its territories, that repackages prescription drugs
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and engages in the distribution of such prescription drugs into

this state.

1. A nonresident prescription drug repackager must comply

with all of the provisions of this section and the rules adopted

under this section that apply to a prescription drug

manufacturer.

2. A nonresident prescription drug repackager must be

permitted by the department and comply with all appropriate

state and federal good manufacturing practices.

3. A nonresident prescription drug repackager must be

registered as a drug establishment with the United States Food

and Drug Administration.

(e)+e Prescription drug wholesale distributor permit.—A

prescription drug wholesale distributor permit is required for

any person who is a wholesale distributor of prescription drugs

and that meyengage—3n—+the wholesale distributes such

distribytren—of prescription drugs 1in this state. A—preseription
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1077 v —appeat—whichever—eoceurs—tater—- The out-of-state

1078| prescription drug wholesale distributor must maintain at all
1079| times a license or permit to engage in the wholesale
1080| distribution of prescription drugs in compliance with laws of

1081 the state in which it is a resident. If the state from which the

1082| wholesale distributor distributes prescription drugs does not

1083| require a license to engage in the wholesale distribution of

1084| prescription drugs, the distributor must be licensed as a

1085| wholesale distributor as required by the federal act.

1086 (g)+£H>- Retail pharmacy drug wholesale distributor permit.—A
1087 retail pharmacy drug wholesale distributor is a retail pharmacy
1088 engaged in wholesale distribution of prescription drugs within
1089 this state under the following conditions:

1090 1. The pharmacy must obtain a retail pharmacy drug

1091 wholesale distributor permit pursuant to this part and £ke rules
1092 adopted under this part.

1093 2. The wholesale distribution activity does not exceed 30
1094| percent of the total annual purchases of prescription drugs. If
1095 the wholesale distribution activity exceeds the 30-percent

1096| maximum, the pharmacy must obtain a prescription drug wholesale
1097 distributor permit.

1098 3. The transfer of prescription drugs that appear in any
1099 schedule contained in chapter 893 is subject to chapter 893 and
1100 the federal Comprehensive Drug Abuse Prevention and Control Act
1101| of 1970.

1102 4. The transfer is between a retail pharmacy and another

1103| retail pharmacy, or a Modified Class II institutional pharmacy,

1104 or a health care practitioner licensed in this state and
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1105 authorized by law to dispense or prescribe prescription drugs.
1106 5. All records of sales of prescription drugs subject to
1107 this section must be maintained separate and distinct from other
1108 records and comply with the recordkeeping requirements of this
1109| part.
1110 (h)+e)» Restricted prescription drug distributor permit.—
1111 1. A restricted prescription drug distributor permit is
1112 required for:
1113 a. Any person located in this state who engages in the
1114| distribution of a prescription drug, which distribution is not
1115| considered “wholesale distribution” under s. 499.003(48) (a)

1116| 49900353 +t=).
1117 b. Any person located in this state who engages in the

1118 receipt or distribution of a prescription drug in this state for
1119| the purpose of processing its return or its destruction if such
1120| person is not the person initiating the return, the prescription
1121| drug wholesale supplier of the person initiating the return, or
1122 the manufacturer of the drug.

1123 c. A blood establishment located in this state which

1124 collects blood and blood components only from volunteer donors
1125 as defined in s. 381.06014 or pursuant to an authorized

1126| practitioner’s order for medical treatment or therapy and

1127 engages 1in the wholesale distribution of a prescription drug not
1128 described in s. 499.003(48) () 499603453+ to a health care
1129| entity. A mobile blood unit operated by a blood establishment

1130| permitted under this sub-subparagraph is not required to be
1131 separately permitted. The health care entity receiving a
1132| prescription drug distributed under this sub-subparagraph must

1133| be licensed as a closed pharmacy or provide health care services
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at that establishment. The blood establishment must operate in
accordance with s. 381.06014 and may distribute only:

(I) Prescription drugs indicated for a bleeding or clotting
disorder or anemia;

(IT) Blood-collection containers approved under s. 505 of
the federal act;

(ITI) Drugs that are blood derivatives, or a recombinant or
synthetic form of a blood derivative;

(IV) Prescription drugs that are identified in rules
adopted by the department and that are essential to services
performed or provided by blood establishments and authorized for
distribution by blood establishments under federal law; or

(V) To the extent authorized by federal law, drugs
necessary to collect blood or blood components from volunteer
blood donors; for blood establishment personnel to perform
therapeutic procedures under the direction and supervision of a
licensed physician; and to diagnose, treat, manage, and prevent
any reaction of a volunteer blood donor or a patient undergoing
a therapeutic procedure performed under the direction and

supervision of a licensed physician,

as long as all of the health care services provided by the blood
establishment are related to its activities as a registered
blood establishment or the health care services consist of
collecting, processing, storing, or administering human
hematopoietic stem cells or progenitor cells or performing
diagnostic testing of specimens if such specimens are tested
together with specimens undergoing routine donor testing. The

blood establishment may purchase and possess the drugs described
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in this sub-subparagraph without a health care clinic
establishment permit.

2. Storage, handling, and recordkeeping of these
distributions by a person required to be permitted as a
restricted prescription drug distributor must be in accordance

with the requirements for wholesale distributors under s.

499 0121 it et Ao ant LAt 2 o 400 N121729 1 4+
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3. A person who applies for a permit as a restricted
prescription drug distributor, or for the renewal of such a
permit, must provide to the department the information required
under s. 499.012.

4. The department may adopt rules regarding the
distribution of prescription drugs by hospitals, health care
entities, charitable organizations, other persons not involved
in wholesale distribution, and blood establishments, which rules
are necessary for the protection of the public health, safety,
and welfare.

5. A restricted prescription drug distributor permit is not

required for distributions between pharmacies that each hold an

active permit under chapter 465, have a common ownership, and

are operating in a freestanding end-stage renal dialysis clinic,

if such distributions are made to meet the immediate emergency

medical needs of specifically identified patients and do not

occur with such frequency as to amount to the regular and

systematic supplying of that drug between the pharmacies. The

department shall adopt rules establishing when the distribution

of a prescription drug under this subparagraph amounts to the
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1192 regular and systematic supplying of that drug.

1193 (i)Ahy Complimentary drug distributor permit.—A

1194 complimentary drug distributor permit is required for any person
1195| that engages in the distribution of a complimentary drug,

1196| subject to the requirements of s. 499.028.

1197 (J)++> Freight forwarder permit.—A freight forwarder permit
1198 is required for any person that engages in the distribution of a
1199| prescription drug as a freight forwarder unless the person is a
1200 common carrier. The storage, handling, and recordkeeping of such
1201| distributions must comply with the requirements for wholesale
1202 distributors under s. 499.0121+—butneot—those set forth in 5=

1203| 4889-0B12+2. A freight forwarder must provide the source of the

1204| prescription drugs with a validated airway bill, bill of lading,
1205| or other appropriate documentation to evidence the exportation
1206 of the product.

1207 (k)+45» Veterinary prescription drug retail establishment
1208| permit.—A veterinary prescription drug retail establishment

1209| permit is required for any person that sells veterinary

1210| prescription drugs to the public but does not include a pharmacy
1211 licensed under chapter 465.

1212 1. The sale to the public must be based on a valid written
1213 order from a veterinarian licensed in this state who has a valid
1214 client-veterinarian relationship with the purchaser’s animal.
1215 2. Veterinary prescription drugs may not be sold in excess
1216 of the amount clearly indicated on the order or beyond the date
1217 indicated on the order.

1218 3. An order may not be valid for more than 1 year.

1219 4. A veterinary prescription drug retail establishment may

1220 not purchase, sell, trade, or possess human prescription drugs
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or any controlled substance as defined in chapter 893.

5. A veterinary prescription drug retail establishment must
sell a veterinary prescription drug in the original, sealed
manufacturer’s container with all labeling intact and legible.
The department may adopt by rule additional labeling
requirements for the sale of a veterinary prescription drug.

6. A veterinary prescription drug retail establishment must
comply with all of the wholesale distribution requirements of s.
499.0121.

7. Prescription drugs sold by a veterinary prescription
drug retail establishment pursuant to a practitioner’s order may
not be returned into the retail establishment’s inventory.

(1)+&)» Veterinary prescription drug wholesale distributor
permit.—A veterinary prescription drug wholesale distributor
permit is required for any person that engages in the
distribution of veterinary prescription drugs in or into this
state. A veterinary prescription drug wholesale distributor that
also distributes prescription drugs subject to, defined by, or
described by s. 503 (b) of the Federal Food, Drug, and Cosmetic
Act which it did not manufacture must obtain a permit as a
prescription drug wholesale distributor, an out-of-state
prescription drug wholesale distributor, or a limited
prescription drug veterinary wholesale distributor in lieu of
the veterinary prescription drug wholesale distributor permit. A
veterinary prescription drug wholesale distributor must comply
with the requirements for wholesale distributors under s.

499.0121+—but—not—+these set—Fforth 3in 540001212,

(m)++ Limited prescription drug veterinary wholesale

distributor permit.—Unless engaging in the activities of and
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1250| permitted as a prescription drug manufacturer, nonresident
1251| prescription drug manufacturer, prescription drug wholesale
1252| distributor, or out-of-state prescription drug wholesale
1253| distributor, a limited prescription drug veterinary wholesale
1254| distributor permit is required for any person that engages in
1255 the distribution in or into this state of veterinary
1256| prescription drugs and prescription drugs subject to, defined
1257| by, or described by s. 503 (b) of the Federal Food, Drug, and
1258| Cosmetic Act under the following conditions:
1259 1. The person is engaged in the business of wholesaling
1260| prescription and veterinary prescription drugs to persons:
1261 a. Licensed as veterinarians practicing on a full-time
1262| basis;
1263 b. Regularly and lawfully engaged in instruction in
1264 veterinary medicine;
1265 c. Regularly and lawfully engaged in law enforcement
1266 activities;
1267 d. For use in research not involving clinical use; or
1268 e. For use in chemical analysis or physical testing or for
1269| purposes of instruction in law enforcement activities, research,
1270 or testing.
1271 2. No more than 30 percent of total annual prescription
1272 drug sales may be prescription drugs approved for human use
1273| which are subject to, defined by, or described by s. 503 (b) of
1274 the Federal Food, Drug, and Cosmetic Act.
1275 3. The person does not distribute in any Jjurisdiction
1276| prescription drugs subject to, defined by, or described by s.
1277 503 (b) of the Federal Food, Drug, and Cosmetic Act to any person

1278 who is authorized to sell, distribute, purchase, trade, or use
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these drugs on or for humans.

4. A limited prescription drug veterinary wholesale
distributor that applies to the department for a new permit or
the renewal of a permit must submit a bond of $20,000, or other
equivalent means of security acceptable to the department, such
as an irrevocable letter of credit or a deposit in a trust
account or financial institution, payable to the Professional
Regulation Trust Fund. The purpose of the bond is to secure
payment of any administrative penalties imposed by the
department and any fees and costs incurred by the department
regarding that permit which are authorized under state law and
which the permittee fails to pay 30 days after the fine or costs
become final. The department may make a claim against such bond
or security until 1 year after the permittee’s license ceases to
be valid or until 60 days after any administrative or legal
proceeding authorized in this part which involves the permittee
is concluded, including any appeal, whichever occurs later.

5. A limited prescription drug veterinary wholesale
distributor must maintain at all times a license or permit to
engage in the wholesale distribution of prescription drugs in
compliance with laws of the state in which it is a resident.

6. A limited prescription drug veterinary wholesale

distributor must comply with the requirements for wholesale

distributors under s. ss+ 499.0121 ard499-0121 2 except—that

@D
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7. A limited prescription drug veterinary wholesale
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distributor may not return to inventory for subsequent wholesale
distribution any prescription drug subject to, defined by, or
described by s. 503 (b) of the Federal Food, Drug, and Cosmetic
Act which has been returned by a veterinarian.

8. A limited prescription drug veterinary wholesale
distributor permit is not required for an intracompany sale or
transfer of a prescription drug from an out-of-state
establishment that is duly licensed to engage in the wholesale
distribution of prescription drugs in its state of residence to
a licensed limited prescription drug veterinary wholesale
distributor in this state if both wholesale distributors conduct
wholesale distributions of prescription drugs under the same
business name. The recordkeeping requirements of s. &5+
499.0121(6) amd—499-03212 must be followed for this transaction.

(n) 4wy Over-the-counter drug manufacturer permit.—An over-
the-counter drug manufacturer permit is required for any person
that engages in the manufacture or repackaging of an over-the-
counter drug.

1. An over-the-counter drug manufacturer may not possess or
purchase prescription drugs.

2. A pharmacy is exempt from obtaining an over-the-counter
drug manufacturer permit if it is operating in compliance with
pharmacy practice standards as defined in chapter 465 and £he
rules adopted under that chapter.

3. An over-the-counter drug manufacturer must comply with
all appropriate state and federal good manufacturing practices.

(o) +#mr Device manufacturer permit.—

1. A device manufacturer permit is required for any person

that engages in the manufacture, repackaging, or assembly of
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medical devices for human use in this state, except that a
permit is not required if:

a. The person is engaged only in manufacturing,
repackaging, or assembling a medical device pursuant to a
practitioner’s order for a specific patient; or

b. The person does not manufacture, repackage, or assemble
any medical devices or components for such devices, except those
devices or components which are exempt from registration
pursuant to s. 499.015(8).

2. A manufacturer or repackager of medical devices in this
state must comply with all appropriate state and federal good
manufacturing practices and quality system rules.

3. The department shall adopt rules related to storage,
handling, and recordkeeping requirements for manufacturers of
medical devices for human use.

(p) fer Cosmetic manufacturer permit.—A cosmetic
manufacturer permit is required for any person that manufactures
or repackages cosmetics in this state. A person that only labels
or changes the labeling of a cosmetic but does not open the
container sealed by the manufacturer of the product is exempt
from obtaining a permit under this paragraph.

(g)+pr Third party logistics provider permit.—A third party
logistics provider permit is required for any person that
contracts with a prescription drug wholesale distributor or
prescription drug manufacturer to provide warehousing,
distribution, or other logistics services on behalf of a

manufacturer, e wholesale distributor, or dispenser, but who

does not take title to the prescription drug or have

responsibility to direct the sale or disposition of the
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prescription drug. A third party logistics provider located

outside of this state, must be licensed in the state or

territory from which the prescription drug is distributed by the

third party logistics provider. If the state or territory from

which the third party logistics provider originates does not

require a license to operate as a third party logistics

provider, the third party logistics provider must be licensed as

a third party logistics provider as required by the federal act.

FEach third party logistics provider permittee shall comply with
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that the department requires.

(r)+4ey Health care clinic establishment permit.—Effeetive
Jandary—+7—2605+ A health care clinic establishment permit is
required for the purchase of a prescription drug by a place of
business at one general physical location that provides health
care or veterinary services, which is owned and operated by a
business entity that has been issued a federal employer tax
identification number. For the purpose of this paragraph, the
term “qualifying practitioner” means a licensed health care
practitioner defined in s. 456.001, or a veterinarian licensed
under chapter 474, who is authorized under the appropriate
practice act to prescribe and administer a prescription drug.

1. An establishment must provide, as part of the
application required under s. 499.012, designation of a
qualifying practitioner who will be responsible for complying
with all legal and regulatory requirements related to the

purchase, recordkeeping, storage, and handling of the
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1395| prescription drugs. In addition, the designated qualifying
1396| practitioner shall be the practitioner whose name, establishment
1397 address, and license number is used on all distribution
1398 documents for prescription drugs purchased or returned by the
1399| health care clinic establishment. Upon initial appointment of a
1400| qualifying practitioner, the qualifying practitioner and the
1401 health care clinic establishment shall notify the department on
1402 a form furnished by the department within 10 days after such
1403| employment. In addition, the qualifying practitioner and health
1404| care clinic establishment shall notify the department within 10
1405 days after any subsequent change.
1406 2. The health care clinic establishment must employ a
1407 qualifying practitioner at each establishment.
1408 3. In addition to the remedies and penalties provided in
1409| this part, a violation of this chapter by the health care clinic
1410 establishment or qualifying practitioner constitutes grounds for
1411 discipline of the qualifying practitioner by the appropriate
1412 regulatory board.
1413 4. The purchase of prescription drugs by the health care
1414 clinic establishment is prohibited during any period of time
1415| when the establishment does not comply with this paragraph.
1416 5. A health care clinic establishment permit is not a
1417| pharmacy permit or otherwise subject to chapter 465. A health
1418 care clinic establishment that meets the criteria of a modified
1419| Class II institutional pharmacy under s. 465.019 is not eligible
1420 to be permitted under this paragraph.
1421 6. This paragraph does not apply to the purchase of a
1422| prescription drug by a licensed practitioner under his or her

1423 license.
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(3) A nonresident prescription drug manufacturer permit is
not required for a manufacturer to distribute a prescription
drug active pharmaceutical ingredient that it manufactures to a
prescription drug manufacturer permitted in this state i=m
Hmited guantities intended for research and development and not
for resale or human use other than lawful clinical trials and
biostudies authorized and regulated by federal law. A
manufacturer claiming to be exempt from the permit requirements
of this subsection and the prescription drug manufacturer
purchasing and receiving the active pharmaceutical ingredient
shall comply with the recordkeeping requirements of s.

499.0121 (6) 7put—rot—Fthereguirements—of—s+—485-012+2. The

prescription drug manufacturer purchasing and receiving the
active pharmaceutical ingredient shall maintain on file a record
of the FDA registration number; if available, the out-of-state
license, permit, or registration number; and, 1if available, a
copy of the most current FDA inspection report, for all

manufacturers from whom they purchase active pharmaceutical

ingredients under this section. The—department—shall define—the

1 o o

ion+ The failure to comply with the
requirements of this subsection, or rules adopted by the
department to administer this subsection, for the purchase of
prescription drug active pharmaceutical ingredients is a
violation of s. 499.005(14), and a knowing failure is a

violation of s. 499.0051(3) 499-005+4).

(a) The immediate package or container of a prescription
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1453 drug active pharmaceutical ingredient distributed into the state

1454 that is intended for research and development under this

1455| subsection shall bear a label prominently displaying the

1456| statement: “Caution: Research and Development Only—Not for

1457 Manufacturing, Compounding, or Resale.”

1458 (b) A prescription drug manufacturer that obtains a

1459| prescription drug active pharmaceutical ingredient under this

1460 subsection for use in clinical trials and or biostudies

1461 authorized and regulated by federal law must create and maintain

1462| records detailing the specific clinical trials or biostudies for

1463| which the prescription drug active pharmaceutical ingredient was

1464 obtained.

1465 (4) (a) A permit issued under this part is not required to
1466| distribute a prescription drug active pharmaceutical ingredient
1467 from an establishment located in the United States to an

1468 establishment located in this state permitted as a prescription
1469| drug manufacturer under this part for use by the recipient in
1470| preparing, deriving, processing, producing, or fabricating a
1471| prescription drug finished dosage form at the establishment in
1472 this state where the product is received under an approved and
1473 otherwise valid New Drug Approval Application, Abbreviated New
1474 Drug Application, New Animal Drug Application, or Therapeutic
1475| Biologic Application, provided that the application, active
1476| pharmaceutical ingredient, or finished dosage form has not been
1477 withdrawn or removed from the market in this country for public
1478 health reasons.

1479 1. Any distributor claiming exemption from permitting

1480 requirements pursuant to this paragraph shall maintain a

1481 license, permit, or registration to engage in the wholesale
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distribution of prescription drugs under the laws of the state

from which the product is distributed. If the state from which

the prescription drugs are distributed does not require a

license to engage in the wholesale distribution of prescription

drugs, the distributor must be licensed as a wholesale

distributor as required by the federal act.

2. Any distributor claiming exemption from permitting
requirements pursuant to this paragraph and the prescription
drug manufacturer purchasing and receiving the active
pharmaceutical ingredient shall comply with the recordkeeping
requirements of s. 499.0121 (6)+—but—rnet—the reqguirementsof o

49601212,

(b) A permit issued under this part is not required to

distribute dimitedeguantities—ef a prescription drug that has
not been repackaged from an establishment located in the United
States to an establishment located in this state permitted as a
prescription drug manufacturer under this part for research and
development or to a holder of a letter of exemption issued by

the department under s. 499.03 for research, teaching, or
IS
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1. Any distributor claiming exemption from permitting

requirements pursuant to this paragraph shall maintain a
license, permit, or registration to engage in the wholesale
distribution of prescription drugs under the laws of the state

from which the product is distributed. If the state from which

the prescription drugs are distributed does not require a
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license to engage in the wholesale distribution of prescription

drugs, the distributor must be licensed as a wholesale

distributor as required by the federal act.

2. All purchasers and recipients of any prescription drugs
distributed pursuant to this paragraph shall ensure that the
products are not resold or used, directly or indirectly, on
humans except in lawful clinical trials and biostudies
authorized and regulated by federal law.

3. Any distributor claiming exemption from permitting
requirements pursuant to this paragraph, and the purchaser and

recipient of the prescription drug, shall comply with the

recordkeeping requirements of s. 499.0121 (6)+—but—mot—the

o1 A AN o £ o 400 N1219
oot O —S+—7% T O TIZTITZ.

4. The immediate package or container of any active
pharmaceutical ingredient distributed into the state that is
intended for teaching, testing, research, and development shall
bear a label prominently displaying the statement: “Caution:
Research, Teaching, or Testing Only - Not for Manufacturing,
Compounding, or Resale.”

(c) An out-of-state prescription drug wholesale distributor
permit is not required for an intracompany sale or transfer of a
prescription drug from an out-of-state establishment that is
duly licensed as a prescription drug wholesale distributor in
its state of residence to a licensed prescription drug wholesale
distributor in this state, if both wholesale distributors
conduct wholesale distributions of prescription drugs under the
same business name. The recordkeeping requirements of s. &5+
499.0121 (6) ape—499-012312 must be followed for such

transactions.
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(d) Persons receiving prescription drugs from a source
claimed to be exempt from permitting regquirements under this
subsection shall maintain on file:
1. A record of the FDA establishment registration number,
if any;

2. The resident state or federal license, registration, or

permit that authorizes the source to distribute prescription

drugs drug—wheolesatedistribution license;—permit—o¥
Fegistration—aumber; and

3. A copy of the most recent resident state or FDA
inspection report, for all distributors and establishments from
whom they purchase or receive prescription drugs under this
subsection.

(e) All persons claiming exemption from permitting
requirements pursuant to this subsection who engage in the
distribution of prescription drugs within or into the state are
subject to this part, including ss. 499.005 and 499.0051, and
shall make available, within 48 hours, to the department on
request all records related to any prescription drugs
distributed under this subsection, including those records
described in s. 499.051(4), regardless of the location where the
records are stored.

(f) A person purchasing and receiving a prescription drug
from a person claimed to be exempt from licensing requirements
pursuant to this subsection shall report to the department in
writing within 14 days after receiving any product that is
misbranded or adulterated or that fails to meet minimum
standards set forth in the official compendium or state or

federal good manufacturing practices for identity, purity,
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1569| potency, or sterility, regardless of whether the product is
1570 thereafter rehabilitated, quarantined, returned, or destroyed.
1571 (g) The department may adopt rules to administer this
1572| subsection which are necessary for the protection of the public
1573| health, safety, and welfare. Failure to comply with the
1574 requirements of this subsection, or rules adopted by the
1575 department to administer this subsection, is a violation of s.
1576 499.005(14), and a knowing failure is a violation of s.
1577 499.0051 (3) 499-065+4).

1578 (h) This subsection does not relieve any person from any

1579| requirement prescribed by law with respect to controlled

1580 substances as defined in the applicable federal and state laws.
1581 (5) A prescription drug repackager permit issued under this
1582| part is not required for a restricted prescription drug

1583 distributor permitholder that is a health care entity to

1584 repackage prescription drugs in this state for its own use or
1585 for distribution to hospitals or other health care entities in
1586 the state for their own use, pursuant to s. 499.003(48) (a)3.
1587 499-H003{53+ar3~, 1if:

1588 (a) The prescription drug distributor notifies the

1589| department, in writing, of its intention to engage in

1590 repackaging under this exemption, 30 days before engaging in the
1591 repackaging of prescription drugs at the permitted

1592| establishment;

1593 (b) The prescription drug distributor is under common

1594 control with the hospitals or other health care entities to

1595| which the prescription drug distributor is distributing

1596| prescription drugs. As used in this paragraph, “common control”

1597| means the power to direct or cause the direction of the

Page 55 of 121
CODING: Words strieken are deletions; words underlined are additions.




Florida Senate - 2016 CS for CS for SB 1604

576-04227-16 20161604c2
1598| management and policies of a person or an organization, whether
1599| by ownership of stock, voting rights, contract, or otherwise;
1600 (c) The prescription drug distributor repackages the
1601| prescription drugs in accordance with current state and federal
1602| good manufacturing practices; and
1603 (d) The prescription drug distributor labels the
1604| prescription drug it repackages in accordance with state and
1605 federal laws and rules.

1606
1607| The prescription drug distributor is exempt from the product
1608 registration requirements of s. 499.015 with regard to the

1609| prescription drugs that it repackages and distributes under this

1610 subsection. A prescription drug distributor that repackages and

1611 distributes prescription drugs under this subsection to a not-

1612 for-profit rural hospital, as defined in s. 395.602, is not

1613 required to comply with paragraph (c) or paragraph (d), but must

1614| provide to each health care entity for which it repackages, for

1615 each prescription drug that is repackaged and distributed, the

1616 information required by department rule for labeling

1617| prescription drugs. The department shall adopt rules to ensure

1618 the safety and integrity of prescription drugs repackaged and

1619| distributed under this subsection, including rules regarding

1620| prescription drug manufacturing and labeling requirements.

1621 Section 6. Section 499.012, Florida Statutes, is amended to
1622 read:

1623 499.012 Permit application requirements.—

1624 (1) (a) A permit issued pursuant to this part may be issued

1625 only to a natural person who is at least 18 years of age or to

1626 an applicant that is not a natural person if each person who,
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1627 directly or indirectly, manages, controls, or oversees the
1628 operation of that applicant is at least 18 years of age.
1629 (b) An establishment that is a place of residence may not
1630 receive a permit and may not operate under this part.
1631 (c) A person that applies for or renews a permit to
1632| manufacture or distribute prescription drugs may not use a name
1633 identical to the name used by any other establishment or
1634 licensed person authorized to purchase prescription drugs in
1635| this state, except that a restricted drug distributor permit
1636| issued to a health care entity will be issued in the name in
1637| which the institutional pharmacy permit is issued and a retail
1638| pharmacy drug wholesale distributor will be issued a permit in
1639 the name of its retail pharmacy permit.
1640 (d) A permit for a prescription drug manufacturer,
1641| prescription drug repackager, prescription drug wholesale
1642 distributor, limited prescription drug veterinary wholesale
1643 distributor, or retail pharmacy drug wholesale distributor may
1644 not be issued to the address of a health care entity or to a
1645| pharmacy licensed under chapter 465, except as provided in this
1646| paragraph. The department may issue a prescription drug
1647 manufacturer permit to an applicant at the same address as a
1648| licensed nuclear pharmacy, which is a health care entity, even

1649 if the nuclear pharmacy holds a special sterile compounding

1650| permit under chapter 465, for the purpose of manufacturing

1651| prescription drugs used in positron emission tomography or other
1652 radiopharmaceuticals, as listed in a rule adopted by the
1653 department pursuant to this paragraph. The purpose of this

1654| exemption is to assure availability of state-of-the-art

1655| pharmaceuticals that would pose a significant danger to the
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public health if manufactured at a separate establishment

address from the nuclear pharmacy from which the prescription
drugs are dispensed. The department may also issue a retail
pharmacy drug wholesale distributor permit to the address of a

community pharmacy licensed under chapter 465, even if the

community pharmacy holds a special sterile compounding permit

under chapter 465, as long as the community pharmacy whieh does

not meet the definition of a closed pharmacy in s. 499.003.

(e) A county or municipality may not issue an occupational

license for awytieensing periodbeginningon—or after Getoper

1—20063+—Ffeor any establishment that requires a permit pursuant

to this part, unless the establishment exhibits a current permit
issued by the department for the establishment. Upon
presentation of the requisite permit issued by the department,
an occupational license may be issued by the municipality or
county in which application is made. The department shall
furnish to local agencies responsible for issuing occupational
licenses a current list of all establishments licensed pursuant
to this part.

(2) Notwithstanding subsection (6), a permitted person in
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
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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.

(b) Upon a determination that 2 years have elapsed since

the department notified an applicant for permit, certification,

or product registration of a deficiency in the application and

that the applicant has failed to cure the deficiency, the

application shall expire. The determination regarding the 2-year

lapse of time shall be based on documentation that the

department notified the applicant of the deficiency in

accordance with s. 120.60.

(c) Information submitted by an applicant on an application

required pursuant to this subsection which is a trade secret, as

defined in s. 812.081, shall be maintained by the department as

trade secret information pursuant to s. 499.051 (7).

(4) (a) Except for a permit for a prescription drug
wholesale distributor or an out-of-state prescription drug
wholesale distributor, an application for a permit must include:

1. The name, full business address, and telephone number of

the applicant;
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2. All trade or business names used by the applicant;

3. The address, telephone numbers, and the names of contact
persons for each facility used by the applicant for the storage,
handling, and distribution of prescription drugs;

4. The type of ownership or operation, such as a
partnership, corporation, or sole proprietorship; and

5. The names of the owner and the operator of the
establishment, including:

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

b. If a partnership, the name of each partner and the name
of the partnership;

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

d. If a sole proprietorship, the full name of the sole
proprietor and the name of the business entity;

e. If a limited liability company, the name of each member,
the name of each manager, the name of the limited liability
company, and the name of the state in which the limited
liability company was organized; and

f. Any other relevant information that the department
requires.

(b) Upon approval of the application by the department and
payment of the required fee, the department shall issue a permit
to the applicant, if the applicant meets the requirements of
this part and rules adopted under this part.

(c) Any change in information required under paragraph (a)
must be submitted to the department before the change occurs.

(d) The department shall consider, at a minimum, the
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following factors in reviewing the qualifications of persons to
be permitted under this part:

1. The applicant’s having been found guilty, regardless of
adjudication, in a court of this state or other jurisdiction, of
a violation of a law that directly relates to a drug, device, or
cosmetic. A plea of nolo contendere constitutes a finding of
guilt for purposes of this subparagraph.

2. The applicant’s having been disciplined by a regulatory
agency in any state for any offense that would constitute a
violation of this part.

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

4. The applicant’s past experience in manufacturing or
distributing drugs, devices, or cosmetics;

5. The furnishing by the applicant of false or fraudulent
material in any application made in connection with
manufacturing or distributing drugs, devices, or cosmetics;

6. Suspension or revocation by a federal, state, or local
government of any permit currently or previously held by the
applicant for the manufacture or distribution of any drugs,
devices, or cosmetics;

7. Compliance with permitting requirements under any
previously granted permits;

8. Compliance with requirements to maintain or make
available to the state permitting authority or to federal,
state, or local law enforcement officials those records required
under this section; and

9. Any other factors or gqualifications the department

considers relevant to and consistent with the public health and
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(a) The department shall adopt rules for the biennial

renewal of permits; however, the department may issue up to a 4-

year permit to selected permittees notwithstanding any other

provision of law. Fees for such renewal may not exceed the fee

caps set forth in s. 499.041 on an annualized basis as

authorized by law.

(b) The department shall renew a permit upon receipt of the
renewal application and renewal fee if the applicant meets the
requirements established under this part and £he rules adopted
under this part.

(c) At least 90 days before the expiration date of a

permit, the department shall forward a permit renewal

notification to the permittee at the mailing address of the

permitted establishment on file with the department. The permit

renewal notification must state conspicuously the date on which

the permit for the establishment will expire and that the

establishment may not operate unless the permit for the

establishment is renewed timely. A—permit;—unltess—sooner

2
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(d) A permit issued under this part may be renewed by
making application for renewal on forms furnished by the
department and paying the appropriate fees.

1. If a prescription drug wholesale distributor or an out-
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of-state prescription drug wholesale distributor renewal

application and fee are submitted and postmarked later than 45

days before the expiration date of the permit, the permit may be

renewed only upon payment of a late renewal fee of $100, plus

the required renewal fee.

2. If any other & renewal application and fee are submitted
and postmarked after the expiration date of the permit, the
permit may be renewed only upon payment of a late renewal
delinquent fee of $100, plus the required renewal fee, not later
than 60 days after the expiration date.

3. A permittee who submits a renewal application in

accordance with this paragraph may continue to operate under its

permit, unless the permit is suspended or revoked, until final

disposition of the renewal application.

4.4ey Failure to renew a permit in accordance with this
section precludes any future renewal of that permit. If a permit
issued pursuant to this part has expired and cannot be renewed,
before an establishment may engage in activities that require a
permit under this part, the establishment must submit an
application for a new permit, pay the applicable application
fee, the initial permit fee, and all applicable penalties, and
be issued a new permit by the department.

(6) A permit issued by the department is nontransferable.
FEach permit is valid only for the person or governmental unit to
which it is issued and is not subject to sale, assignment, or
other transfer, voluntarily or involuntarily; nor is a permit
valid for any establishment other than the establishment for
which it was originally issued.

(a) A person permitted under this part must notify the
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department before making a change of address. The department
shall set a change of location fee not to exceed $100.

(b)1l. An application for a new permit is required when a
majority of the ownership or controlling interest of a permitted
establishment is transferred or assigned or when a lessee agrees
to undertake or provide services to the extent that legal
liability for operation of the establishment will rest with the
lessee. The application for the new permit must be made before
the date of the sale, transfer, assignment, or lease.

2. A permittee that is authorized to distribute
prescription drugs may transfer such drugs to the new owner or
lessee under subparagraph 1. only after the new owner or lessee
has been approved for a permit to distribute prescription drugs.

(c) If an establishment permitted under this part closes,
the owner must notify the department in writing before the
effective date of closure and must:

1. Return the permit to the department;

2. If the permittee is authorized to distribute
prescription drugs, indicate the disposition of such drugs,
including the name, address, and inventory, and provide the name
and address of a person to contact regarding access to records
that are required to be maintained under this part. Transfer of
ownership of prescription drugs may be made only to persons

authorized to possess prescription drugs under this part.

The department may revoke the permit of any person that fails to
comply with the requirements of this subsection.
(7) A permit must be posted in a conspicuous place on the

licensed premises.
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(8) An application for a permit or to renew a permit for a
prescription drug wholesale distributor or an out-of-state
prescription drug wholesale distributor submitted to the
department must include:

(a) The name, full business address, and telephone number
of the applicant.

(b) All trade or business names used by the applicant.

(c) The address, telephone numbers, and the names of
contact persons for each facility used by the applicant for the
storage, handling, and distribution of prescription drugs.

(d) The type of ownership or operation, such as a
partnership, corporation, or sole proprietorship.

(e) The names of the owner and the operator of the
establishment, including:

1. If an individual, the name of the individual.

2. If a partnership, the name of each partner and the name
of the partnership.

3. If a corporation:

a. The name, address, and title of each corporate officer
and director.

b. The name and address of the corporation, resident agent
of the corporation, the resident agent’s address, and the
corporation’s state of incorporation.

c. The name and address of each shareholder of the
corporation that owns 5 percent or more of the outstanding stock
of the corporation.

4. If a sole proprietorship, the full name of the sole
proprietor and the name of the business entity.

5. If a limited liability company:
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(h) The tax year of the applicant.

(i) A copy of the deed for the property on which
applicant’s establishment is located, if the establishment is
owned by the applicant, or a copy of the applicant’s lease for
the property on which applicant’s establishment is located that
has an original term of not less than 1 calendar year, if the
establishment is not owned by the applicant.

(jJ) A list of all licenses and permits issued to the
applicant by any other state which authorize the applicant to
purchase or possess prescription drugs.

(k) The name of the manager of the establishment that is
applying for the permit or to renew the permit, the next four
highest ranking employees responsible for prescription drug
wholesale operations for the establishment, and the name of all
affiliated parties for the establishment, together with the
personal information statement and fingerprints required
pursuant to subsection (9) for each of such persons.

(1) The name of each of the applicant’s designated
representatives as required by subsection (15) +36), together
with the personal information statement and fingerprints
required pursuant to subsection (9) for each such person.

(m) Evidence of a surety bond in this state or any other

state in the United States in the amount of $100,000. If the

annual gross receipts of the applicant’s previous tax year is

$10 million or less, evidence of a surety bond in the amount of

$25,000. The specific language of the surety bond must include
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the State of Florida as a beneficiary, payable to the

Professional Regulation Trust Fund. In lieu of the surety bond,

the applicant may provide other equivalent security such as an

irrevocable letter of credit, or a deposit in a trust account or

financial institution, which includes the State of Florida as a

beneficiary, payable to the Professional Regulation Trust Fund.

The purpose of the bond or other security is to secure payment

of any administrative penalties imposed by the department and

any fees and costs incurred by the department regarding that

permit which are authorized under state law and which the

permittee fails to pay 30 days after the fine or costs become

final. The department may make a claim against such bond or

security until 1 year after the permittee’s license ceases to be

valid or until 60 days after any administrative or legal

proceeding authorized in this part which involves the permittee

is concluded, including any appeal, whichever occurs later. Fex

H
g
0}
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2004 located in that state if such state’s laws are deemed to be

2005 substantially equivalent to the law of this state by the

2006| department. The department may accept an inspection by a third-

2007| party accreditation or inspection service which meets the

2008 criteria set forth in department rule.

2009 (0) 4> Any other relevant information that the department

2010 requires—inetuding—butrnotIimited to——any informationrelated
cO—wWre Tt ——Ctat—= ;l;ca.nt, SaL_iSJ_icS e uc.x_init,iun O Y\Iimar”

2011 + heathar +4 —\pp11 + + £ + 1 Aaf + £ B 7

2012| whetesodedistributer or o secondary—whotesatedistributer.
2013 (p) e+ Documentation of the credentialing policies and

2014| procedures required by s. 499.0121(15).

2015 (9) (a) Each person required by subsection (8) or subsection

2016 (15) to provide a personal information statement and

2017 fingerprints shall provide the following information to the
2018 department on forms prescribed by the department:

2019 1. The person’s places of residence for the past 7 years.
2020 2. The person’s date and place of birth.
2021 3. The person’s occupations, positions of employment, and

2022 offices held during the past 7 years.

2023 4. The principal business and address of any business,

2024 corporation, or other organization in which each such office of
2025| the person was held or in which each such occupation or position
2026 of employment was carried on.

2027 5. Whether the person has been, during the past 7 years,
2028 the subject of any proceeding for the revocation of any license
2029 and, if so, the nature of the proceeding and the disposition of
2030 the proceeding.

2031 6. Whether, during the past 7 years, the person has been

2032 enjoined, temporarily or permanently, by a court of competent
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jurisdiction from violating any federal or state law regulating
the possession, control, or distribution of prescription drugs,
together with details concerning any such event.

7. A description of any involvement by the person with any
business, including any investments, other than the ownership of
stock in a publicly traded company or mutual fund, during the
past 4 # years, which manufactured, administered, prescribed,
distributed, or stored pharmaceutical products and any lawsuits
in which such businesses were named as a party.

8. A description of any felony criminal offense of which
the person, as an adult, was found guilty, regardless of whether
adjudication of guilt was withheld or whether the person pled
guilty or nolo contendere. A criminal offense committed in
another jurisdiction which would have been a felony in this
state must be reported. If the person indicates that a criminal
conviction is under appeal and submits a copy of the notice of
appeal of that criminal offense, the applicant must, within 15
days after the disposition of the appeal, submit to the
department a copy of the final written order of disposition.

9. A photograph of the person taken in the previous 180 36
days.

10. A set of fingerprints for the person on a form and
under procedures specified by the department, together with
payment of an amount equal to the costs incurred by the
department for the criminal record check of the person.

11. The name, address, occupation, and date and place of
birth for each member of the person’s immediate family who is 18
years of age or older. As used in this subparagraph, the term

“member of the person’s immediate family” includes the person’s
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spouse, children, parents, siblings, the spouses of the person’s
children, and the spouses of the person’s siblings.

12. Any other relevant information that the department
requires.

(b) The information required pursuant to paragraph (a)
shall be provided under oath.

(c) The department shall submit the fingerprints provided
by a person for initial licensure to the Department of Law
Enforcement for a statewide criminal record check and for
forwarding to the Federal Bureau of Investigation for a national
criminal record check of the person. The department shall submit
the fingerprints provided by a person as a part of a renewal
application to the Department of Law Enforcement for a statewide
criminal record check, and for forwarding to the Federal Bureau
of Investigation for a national criminal record check, for the
initial renewal of a permit after January 1, 2004; for any
subsequent renewal of a permit, the department shall submit the
required information for a statewide and national criminal
record check of the person. Any person who as a part of an
initial permit application or initial permit renewal after
January 1, 2004, submits to the department a set of fingerprints
required for the criminal record check required in this
paragraph are shad+ not be required to provide a subsequent set
of fingerprints for a criminal record check to the department,
if the person has undergone a criminal record check as a
condition of the issuance of an initial permit or the initial
renewal of a permit of an applicant after January 1, 2004. The

department is authorized to contract with private vendors, or

enter into interagency agreements, to collect electronic
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fingerprints where fingerprints are required for registration,

certification, or the licensure process or where criminal

history record checks are required.

(d) For purposes of applying for renewal of a permit under

subsection (8) or certification under subsection (16), a person

may submit the following in lieu of satisfying the requirements

of paragraphs (a), (b), and (c):

1. A photograph of the individual taken within 180 days;

and

2. A copy of the personal information statement form most

recently submitted to the department and a certification under

oath, on a form specified by the department, that the individual

has reviewed the previously submitted personal information

statement form and that the information contained therein

remains unchanged.

(10) The department may deny an application for a permit or
refuse to renew a permit for a prescription drug wholesale
distributor or an out-of-state prescription drug wholesale
distributor if:

(a) The applicant has not met the requirements for the
permit.

(b) The management, officers, or directors of the applicant
or any affiliated party are found by the department to be
incompetent or untrustworthy.

(c) The applicant is so lacking in experience in managing a
wholesale distributor as to make the issuance of the proposed
permit hazardous to the public health.

(d) The applicant is so lacking in experience in managing a

wholesale distributor as to jeopardize the reasonable promise of
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successful operation of the wholesale distributor.

(e) The applicant is lacking in experience in the
distribution of prescription drugs.

(f) The applicant’s past experience in manufacturing or
distributing prescription drugs indicates that the applicant
poses a public health risk.

(g) The applicant is affiliated directly or indirectly
through ownership, control, or other business relations, with
any person or persons whose business operations are or have been
detrimental to the public health.

(h) The applicant, or any affiliated party, has been found
guilty of or has pleaded guilty or nolo contendere to any felony
or crime punishable by imprisonment for 1 year or more under the
laws of the United States, any state, or any other country,
regardless of whether adjudication of guilt was withheld.

(1) The applicant or any affiliated party has been charged
with a felony in a state or federal court and the disposition of
that charge is pending during the application review or renewal
review period.

(J) The applicant has furnished false or fraudulent
information or material in any application made in this state or
any other state in connection with obtaining a permit or license
to manufacture or distribute drugs, devices, or cosmetics.

(k) That a federal, state, or local government permit
currently or previously held by the applicant, or any affiliated
party, for the manufacture or distribution of any drugs,
devices, or cosmetics has been disciplined, suspended, or
revoked and has not been reinstated.

(1) The applicant does not possess the financial or
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physical resources to operate in compliance with the permit
being sought, this chapter, and the rules adopted under this
chapter.

(m) The applicant or any affiliated party receives,
directly or indirectly, financial support and assistance from a
person who was an affiliated party of a permittee whose permit
was subject to discipline or was suspended or revoked, other
than through the ownership of stock in a publicly traded company
or a mutual fund.

(n) The applicant or any affiliated party receives,
directly or indirectly, financial support and assistance from a
person who has been found guilty of any violation of this part
or chapter 465, chapter 501, or chapter 893, any rules adopted
under this part or those chapters, any federal or state drug
law, or any felony where the underlying facts related to drugs,
regardless of whether the person has been pardoned, had her or
his civil rights restored, or had adjudication withheld, other
than through the ownership of stock in a publicly traded company
or a mutual fund.

(0) The applicant for renewal of a permit under s.
499.01(2) (e) or (f) 499-B+{2r{ar—er—He)> has not actively engaged

in the wholesale distribution of prescription drugs, as

demonstrated by the regular and systematic distribution of
prescription drugs throughout the year as evidenced by not fewer
than 12 wholesale distributions in the previous year and not
fewer than three wholesale distributions in the previous 6
months.

(p) Information obtained in response to s. 499.01(2) (e) or

(f) 499032 rteh—or—+te) demonstrates it would not be in the best
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1. The consignor wholesale distributor notifies the
department in writing of the contract to consign prescription
drugs to a pharmacy along with the identity and location of each
consignee pharmacy;

2. The pharmacy maintains its permit under chapter 465;

3. The consignor wholesale distributor, which has no legal
authority to dispense prescription drugs, complies with all
wholesale distribution requirements of s. ss+ 499.0121 and
499004212 with respect to the consigned drugs and maintains
records documenting the transfer of title or other completion of
the wholesale distribution of the consigned prescription drugs;

4. The distribution of the prescription drug is otherwise
lawful under this chapter and other applicable law;

5. Open packages containing prescription drugs within a
pharmacy are the responsibility of the pharmacy, regardless of
how the drugs are titled; and

6. The pharmacy dispenses the consigned prescription drug
in accordance with the limitations of its permit under chapter
465 or returns the consigned prescription drug to the consignor
wholesale distributor. In addition, a person who holds title to
prescription drugs may transfer the drugs to a person permitted
or licensed to handle the reverse distribution or destruction of
drugs. Any other distribution by and means of the consigned
prescription drug by any person, not limited to the consignor
wholesale distributor or consignee pharmacy, to any other person
is prohibited.

(b) A wholesale distributor’s permit is not required for
the one-time transfer of title of a pharmacy’s lawfully acquired

prescription drug inventory by a pharmacy with a valid permit
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2265 issued under chapter 465 to a consignor prescription drug
2266| wholesale distributor, permitted under this chapter, in
2267 accordance with a written consignment agreement between the
2268| pharmacy and that wholesale distributor if the permitted
2269| pharmacy and the permitted prescription drug wholesale
2270 distributor comply with all of the provisions of paragraph (a)
2271 and the prescription drugs continue to be within the permitted
22772 pharmacy’s inventory for dispensing in accordance with the
2273 limitations of the pharmacy permit under chapter 465. A
2274 consignor drug wholesale distributor may not use the pharmacy as
2275| a wholesale distributor through which it distributes the
22776| prescription drugs to other pharmacies. Nothing in this section
2277 is intended to prevent a wholesale distributor from obtaining
2278 this inventory in the event of nonpayment by the pharmacy.
2279 (c) A separate establishment permit is not required when a
2280| permitted prescription drug wholesale distributor operates
2281 temporary transit storage facilities for the sole purpose of
2282 storage, for up to 16 hours, of a delivery of prescription drugs
2283| when the wholesale distributor was temporarily unable to
2284 complete the delivery to the recipient.
2285 (d) The department shall require information from each
2286| wholesale distributor as part of the permit and renewal of such
2287| permit, as required under this section.
2288 (13)+34) Personnel employed in wholesale distribution must
2289| have appropriate education and experience to enable them to
2290| perform their duties in compliance with state permitting
2291 requirements.

2292 (14) 435> The name of a permittee or establishment on a

2293| prescription drug wholesale distributor permit or an out-of-
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state prescription drug wholesale distributor permit may not
include any indicia of attainment of any educational degree, any
indicia that the permittee or establishment possesses a
professional license, or any name or abbreviation that the
department determines is likely to cause confusion or mistake or
that the department determines is deceptive, including that of
any other entity authorized to purchase prescription drugs.

(15)+4+6)(a) Each establishment that is issued an initial or
renewal permit as a prescription drug wholesale distributor or
an out-of-state prescription drug wholesale distributor must
designate in writing to the department at least one natural
person to serve as the designated representative of the
wholesale distributor. Such person must have an active
certification as a designated representative from the
department.

(b) To be certified as a designated representative, a
natural person must:

1. Submit an application on a form furnished by the
department and pay the appropriate fees.

2. Be at least 18 years of age.

3. Have at least 2 years of verifiable full-time:

a. Work experience in a pharmacy licensed in this state or
another state, where the person’s responsibilities included, but
were not limited to, recordkeeping for prescription drugs;

b. Managerial experience with a prescription drug wholesale
distributor licensed in this state or in another state; or

c. Managerial experience with the United States Armed
Forces, where the person’s responsibilities included, but were

not limited to, recordkeeping, warehousing, distributing, or
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other logistics services pertaining to prescription drugs.

4. Receilve a passing score of at least 75 percent on an
examination given by the department regarding federal laws
governing distribution of prescription drugs and this part and
the rules adopted by the department governing the wholesale
distribution of prescription drugs. This requirement shall be
effective 1 year after the results of the initial examination
are mailed to the persons that took the examination. The
department shall offer such examinations at least four times
each calendar year.

5. Provide the department with a personal information
statement and fingerprints pursuant to subsection (9).

(c) The department may deny an application for
certification as a designated representative or may suspend or
revoke a certification of a designated representative pursuant
to s. 499.067.

(d) A designated representative:

1. Must be actively involved in and aware of the actual
daily operation of the wholesale distributor.

2. Must be employed full time in a managerial position by
the wholesale distributor.

3. Must be physically present at the establishment during
normal business hours, except for time periods when absent due
to illness, family illness or death, scheduled vacation, or
other authorized absence.

4. May serve as a designated representative for only one
wholesale distributor at any one time.

(e) A wholesale distributor must notify the department when

a designated representative leaves the employ of the wholesale
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distributor. Such notice must be provided to the department
within 10 business days after the last day of designated
representative’s employment with the wholesale distributor.

(f) A wholesale distributor may not operate under a
prescription drug wholesale distributor permit or an out-of-
state prescription drug wholesale distributor permit for more
than 10 business days after the designated representative leaves
the employ of the wholesale distributor, unless the wholesale
distributor employs another designated representative and
notifies the department within 10 business days of the identity
of the new designated representative.

Section 7. Section 499.01201, Florida Statutes, is amended
to read:

499.01201 Agency for Health Care Administration review and
use of statute and rule violation or compliance data.—
Notwithstanding any other provision previsiens of law te—Ethe
eentrary, the Agency for Health Care Administration may not:

(1) Review or use any violation or alleged violation of s.

499.0121 (6) e¥r—-s+—499-06+212, or any rules adopted under that

section £hese—seetiens, as a ground for denying or withholding
any payment of a Medicaid reimbursement to a pharmacy licensed
under chapter 465; or

(2) Review or use compliance with s. 499.0121(6) er—s—+
49901212, or any rules adopted under that section £hese
seetions, as the subject of any audit of Medicaid-related

records held by a pharmacy licensed under chapter 465.
Section 8. Paragraph (d) of subsection (4), subsection (6),
and paragraph (b) of subsection (15) of section 499.0121,

Florida Statutes, are amended to read:
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2381 499.0121 Storage and handling of prescription drugs;
2382 recordkeeping.—The department shall adopt rules to implement
2383| this section as necessary to protect the public health, safety,
2384 and welfare. Such rules shall include, but not be limited to,
2385| requirements for the storage and handling of prescription drugs
2386 and for the establishment and maintenance of prescription drug
2387| distribution records.
2388 (4) EXAMINATION OF MATERIALS AND RECORDS.-—
2389 (d) Upon receipt, a wholesale distributor must review
2390| records required under this section for the acquisition of
2391| prescription drugs for accuracy and completeness, considering
2392 the total facts and circumstances surrounding the transactions

2393 and the wholesale distributors involved. Fhit ek

1 o
oSS

(0]
He-
o]
[0}

T

2394 swthenticating cach transaction Iistedon o pedigreepoper—as
2395| defined—3n 5499060337
2396 (6) RECORDKEEPING.—The department shall adopt rules that

2397 require keeping such records of prescription drugs, including

2398 active pharmaceutical ingredients, as are necessary for the

2399| protection of the public health.

2400 (a) The following persons must maintain business records

2401 that include the information specified in paragraph (b)
2402 | Whelesaledistributersmust—establishand maintain inventories

2403 P PR P PPN i B e i PSSV S, 1N roamadamt o ]
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2407 Tnetlude;——at o minrmamy—thefollowing information:

2408 1. Persons permitted or required to be permitted under

2409| chapter 499 to engage in the manufacture, repackaging, or
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distribution of active pharmaceutical ingredients or
prescription drugs. Fhe—seourece—-ofthe drugs;,—inetuding—the name
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2. Persons other than those set forth in subparagraph 1.
that engage in the receipt of active pharmaceutical ingredients
or prescription drugs. The—name;—principal—address;—and——state
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(b) Business records for persons specified in paragraph (a)
must include:

1. The name and address of the

seller, and the Florida

permit number of the seller if such

seller is not exempt from

Florida permitting requirements, of

the active pharmaceutical

ingredient or prescription drug.

2.

The address of the location

the active pharmaceutical

ingredient or prescription drug was

shipped from.

3. The distribution date of the

active pharmaceutical

ingredient or prescription drug.

4.

The name, strength, and quan

tity, and the National Drug

Code i1if such code has been assigned,

of the distributed active

pharmaceutical ingredient or prescri

ption drug.

5. The name and Florida permit

number of the person that

purchased the active pharmaceutical

ingredient or prescription
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(d) Persons permitted, or required to be permitted, under

this chapter to engage in the manufacture, repackaging, or

distribution of active pharmaceutical ingredients or

prescription drugs; or the manufacture or repackaging of medical

devices, over-the-counter drugs, and cosmetics; must establish,

maintain, or have the capability to create a current inventory

of the active pharmaceutical ingredients, prescription drugs,

over-the-counter drugs, cosmetics, and devices at an

establishment where activities specified in this paragraph are

undertaken and must be able to produce such inventory for

inspection by the department within 2 business days Eaeh
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(e) Business records required to be kept pursuant to this

section, and that are kept at the inspection site or can be

immediately retrieved by computer or other electronic means,

must be readily available for authorized inspection during the

retention period. Records kept at a central location outside of

this state which are not electronically retrievable must be made

available for inspection within 2 working days after a request

by an authorized official of a federal, state, or local law
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enforcement agency. Records maintained at a central location

within this state must be maintained at an establishment that is

permitted pursuant to this part and such records must be readily

available for inspection When pedigree papers—are reguired by
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(f) Records required to be kept pursuant to this subsection

must be maintained as specified for a period of not less than 6

years from the date of disposition of the active pharmaceutical

ingredients, prescription drugs, over-the-counter drugs, medical

devices, or cosmetics.

(g) To the extent that prescription drugs are also products

as defined in the federal act, as amended, and the information

required by the business records requirements of this section

are also included in the tracking and tracing requirements of

the federal act, as amended, and departmental rules, the

manufacturer, wholesale distributor, repackager, or dispenser

must follow both the requirements of the federal act, as

amended, and departmental rules.

(15) DUE DILIGENCE OF PURCHASERS.—

(b) A wholesale distributor must take reasonable measures
to identify its customers, understand the normal and expected
transactions conducted by those customers, and identify those
transactions that are suspicious in nature. A wholesale
distributor must establish internal policies and procedures for
identifying suspicious orders and preventing suspicious
transactions. A wholesale distributor must assess orders for

more greater than 7,500 557688 unit doses of any one controlled
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2526 substance in any one month to determine whether the purchase is
2527 reasonable. In making such assessments, a wholesale distributor
2528| may consider the purchasing entity’s clinical business needs,
2529| location, and population served, in addition to other factors
2530| established in the distributor’s policies and procedures. A
2531| wholesale distributor must report to the department any
2532 regulated transaction involving an extraordinary quantity of a
2533 listed chemical, an uncommon method of payment or delivery, or
2534 any other circumstance that the regulated person believes may
2535 indicate that the listed chemical will be used in violation of
2536| the law. The wholesale distributor shall maintain records that
2537 document the report submitted to the department in compliance
2538 with this paragraph.
2539 Section 9. Subsection (4) of section 499.015, Florida
2540 Statues, 1is amended to read:
2541 499.015 Registration of drugs, devices, and cosmetics;
2542 issuance of certificates of free sale.—
2543 (4) Unless a registration is renewed, it expires 2 years
2544| after the last day of the month in which it was issued. Any

2545| product registration issued or renewed on or after July 1, 2016,

2546 shall expire on the same date as the manufacturer or repackager

2547| permit of the person seeking to register the product. If the

2548 first product registration issued to a person on or after July

2549 1, 2016, expires less than 366 days after issuance, the fee for
2550| product registration shall be $15. If the first product

2551 registration issued to a person on or after July 1, 2016,

2552 expires more than 365 days after issuance, the fee for product

2553 registration shall be $30. The department may issue a stop-sale

2554 notice or order against a person that is subject to the
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2555 requirements of this section and that fails to comply with this
2556 section within 31 days after the date the registration expires.
2557 The notice or order shall prohibit such person from selling or
2558 causing to be sold any drugs, devices, or cosmetics covered by
2559| this part until he or she complies with the requirements of this
2560 section.
2561 Section 10. Subsection (1) of section 499.03, Florida
2562 Statutes, i1s amended to read:
2563 499.03 Possession of certain drugs without prescriptions
2564 unlawful; exemptions and exceptions.—
2565 (1) A person may not possess, or possess with intent to
2566 sell, dispense, or deliver, any habit-forming, toxic, harmful,
2567 or new drug subject to s. 499.003(32) 499003433}, or
2568| prescription drug as defined in s. 499.003(40) 4990608343},

2569| unless the possession of the drug has been obtained by a valid

2570| prescription of a practitioner licensed by law to prescribe the
2571 drug. However, this section does not apply to the delivery of
2572 such drugs to persons included in any of the classes named in
2573 this subsection, or to the agents or employees of such persons,
2574 for use in the usual course of their businesses or practices or
2575 in the performance of their official duties, as the case may be;
2576 nor does this section apply to the possession of such drugs by
2577 those persons or their agents or employees for such use:

2578 (a) A licensed pharmacist or any person under the licensed
2579| pharmacist’s supervision while acting within the scope of the
2580 licensed pharmacist’s practice;

2581 (b) A licensed practitioner authorized by law to prescribe

2582| prescription drugs or any person under the licensed

2583| practitioner’s supervision while acting within the scope of the
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licensed practitioner’s practice;

(c) A qualified person who uses prescription drugs for
lawful research, teaching, or testing, and not for resale;

(d) A licensed hospital or other institution that procures
such drugs for lawful administration or dispensing by
practitioners;

(e) An officer or employee of a federal, state, or local
government; or

(f) A person that holds a valid permit issued by the
department pursuant to this part which authorizes that person to
possess prescription drugs.

Section 11. Paragraphs (i) through (p) of subsection (1) of
section 499.05, Florida Statutes, are amended to read:

499.05 Rules.—

(1) The department shall adopt rules to implement and
enforce this chapter with respect to:

(1) Additional conditions that qualify as an emergency
medical reason under s. 499.003(48) (b)2. 4990034532+ or s.

499.82.

(=) D
\J7 L+

(J) %> The protection of the public health, safety, and
welfare regarding good manufacturing practices that
manufacturers and repackagers must follow to ensure the safety
of the products.

(k)4+> Information required from each retail establishment
pursuant to s. 499.012(3) or s. 499.83(2) (c), including
requirements for prescriptions or orders.

(1)4m)r The recordkeeping, storage, and handling with
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respect to each of the distributions of prescription drugs

specified in s. 499.003(48) (a)-(v) 49960353y {ar—+&)> or s.
499.82(14) .
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(m)4e) Wholesale distributor reporting requirements of s.

499.0121 (14) .

(n) 4> Wholesale distributor credentialing and distribution
requirements of s. 499.0121(15).

Section 12. Subsection (7) of section 499.051, Florida
Statutes, is amended to read:

499.051 Inspections and investigations.—

(7) The complaint and all information obtained pursuant to
the investigation by the department are confidential and exempt
from s. 119.07(1) and s. 24(a), Art. I of the State Constitution
until the investigation and the enforcement action are
completed. However, trade secret information contained therein
as defined by s. 812.081 (1) (c) shall remain confidential and
exempt from the provisions of s. 119.07(1) and s. 24(a), Art. I
of the State Constitution, as long as the information is
retained by the department. This subsection does not prohibit
the department from using such information for regulatory or
enforcement proceedings under this chapter or from providing
such information to any law enforcement agency or any other
regulatory agency. However, the receiving agency shall keep such

records confidential and exempt as provided in this subsection.

Page 91 of 121

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




2642
2643
2644
2645
2646
2647
2648
2649
2650
2651
2652
2653
2654
2655
2656
2657
2658
2659
2660
2661
2662
2663
2664
2665
2666
2667
2668
2669
2670

Florida Senate - 2016 CS for CS for SB 1604

576-04227-16 20161604c?2
T ~ A9 + 4 n +h o o a1l ot o n 1o n + 1Tt nA~A Nrasrant

L1IT (_A.MMJ.L_J.\JLL, CITT 1O [ ¥ N [ NPl W WP S U B § " ) T T LT 1T T CCTTIOAT OO \awy t/J_CVClLL_

oo 4 S A 1+ A N Az g na £ o 400 N192979 PNV R~ AN A I I NN
uulllt/J.J.ulluC W I CTT T t/J.\JVJ.»._)J.\JLL»._) A =) ey \JJ.L.J.L., AT T t/CMJ.\jJ.CC
oo ra o rod 1~ 1+ ot n ok ~11 PAWANE S 2N = moad 2~ o+ oA

LJLA.LJ 10 %M_I_J_ A\ 8 i S CITIITT T o CITUIT [ 25 NN iy @ R S Y N N T A\ 8 TIT A\ 8 (&8 C LT
seeret—

Section 13. Subsection (8) is added to section 499.060,
Florida Statutes, to read:

499.066 Penalties; remedies.—In addition to other penalties
and other enforcement provisions:

(8) (a) The department shall adopt rules to permit the

issuance of remedial, nondisciplinary citations. A citation

shall be issued to the person alleged to have committed a

violation and contain the person’s name, address, and license

number, 1f applicable, a brief factual statement, the sections

of the law allegedly violated, and the monetary assessment and

or other remedial measures imposed. The citation must clearly

state that the person may choose, in lieu of accepting the

citation, to have the department rescind the citation and

conduct an investigation pursuant to s. 499.051. If the person

does not dispute the matter in the citation with the department

within 30 days after the citation is served, the citation

becomes a final order and does not constitute discipline.

(b) The department shall adopt rules designating violations

for which a citation may be issued. The rules shall designate as

citable those violations for which there is no substantial

threat to the public health, safety, or welfare.

(c) The department is entitled to recover the costs of

investigation, in addition to any penalty provided according to

department rule, as part of the penalty levied pursuant to the

citation.

Page 92 of 121

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




2671
2672
2673
2674
2675
2676
2677
2678
2679
2680
2681
2682
2683
2684
2685
2686
2687
2688
2689
2690
2691
2692
2693
2694
2695
2696
2697
2698
2699

CODING: Words strieken are deletions;

Florida Senate - 2016 CS for CS for SB 1604

576-04227-16 20161604c2

(d) A citation must be issued within 12 months after the

filing of the complaint that is the basis for the citation.

(e) Service of a citation may be made by personal service

or certified mail, restricted delivery, to the person at the

person’s last known address of record with the department or to

the person’s Florida registered agent.

(f) The department has authority to, and shall adopt rules

to, designate those violations for which a person is subject to

the issuance of a citation and designate the monetary

assessments and or other remedial measures that must be taken

for those violations. The department has continuous authority to

amend its rules adopted pursuant to this section.

Section 14. Subsection (14) of section 499.82, Florida

Statutes, is amended to read:

499.82 Definitions.—As used in this part, the term:

(14) “Wholesale distribution” means the distribution of
medical gas to a person other than a consumer or patient.
Wholesale distribution of medical gases does not include:

(a) The sale, purchase, or trade of a medical gas; an offer
to sell, purchase, or trade a medical gas; or the dispensing of
a medical gas pursuant to a prescription;

(b) Activities exempt from the definition of wholesale
distribution in s. 499.003; or

(c) The sale, purchase, or trade of a medical gas or an
offer to sell, purchase, or trade a medical gas for emergency

medical reasonss—er
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Section 15. Subsection (4) of section 499.89, Florida
Statutes, is amended to read:
499.89 Recordkeeping.—
4

Sads
~

e PEeer—is
Section 16. Section 499.01212, Florida Statutes, is
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repealed.

Section 17. Paragraph (a) of subsection (1) of section
409.9201, Florida Statutes, is amended to read:

409.9201 Medicaid fraud.—

(1) As used in this section, the term:

(a) “Prescription drug” means any drug, including, but not
limited to, finished dosage forms or active ingredients that are
subject to, defined in, or described in s. 503 (b) of the Federal
Food, Drug, and Cosmetic Act or in s. 465.003(8), s. 499.003(47)

496003452}, s. 499.007(13), or s. 499.82(10).

The value of individual items of the legend drugs or goods or
services involved in distinct transactions committed during a
single scheme or course of conduct, whether involving a single
person or several persons, may be aggregated when determining
the punishment for the offense.

Section 18. Paragraph (b) of subsection (1) of section
499.0607, Florida Statutes, i1s amended to read:

499.067 Denial, suspension, or revocation of permit,
certification, or registration.—

(1)

(b) The department may deny an application for a permit or

certification, or suspend or revoke a permit or certification,
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if the department finds that:

1. The applicant is not of good moral character or that it
would be a danger or not in the best interest of the public
health, safety, and welfare if the applicant were issued a
permit or certification.

2. The applicant has not met the requirements for the
permit or certification.

3. The applicant is not eligible for a permit or
certification for any of the reasons enumerated in s. 499.012.

4. The applicant, permittee, or person certified under s.
499.012(15) s+—499-0+26) demonstrates any of the conditions

enumerated in s. 499.012.

5. The applicant, permittee, or person certified under s.

499.012(15) s+—499-06+216)> has committed any violation of this

chapter.

Section 19. Subsection (1) of section 794.075, Florida
Statutes, is amended to read:

794.075 Sexual predators; erectile dysfunction drugs.—

(1) A person may not possess a prescription drug, as
defined in s. 499.003(40) 499-0683443), for the purpose of

treating erectile dysfunction if the person is designated as a

sexual predator under s. 775.21.

Section 20. Paragraphs (d), (f), (i), and (j) of subsection
(3) of section 921.0022, Florida Statutes, are amended to read:

921.0022 Criminal Punishment Code; offense severity ranking
chart.—

(3) OFFENSE SEVERITY RANKING CHART

(d) LEVEL 4
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2758
Florida Felony Description
Statute Degree
2759
316.1935(3) (a) 2nd Driving at high speed or with
wanton disregard for safety
while fleeing or attempting to
elude law enforcement officer
who is in a patrol vehicle with
siren and lights activated.
2760
499.0051 (1) 3rd Failure to maintain or deliver
transaction history,
transaction information, or
transaction statements pedigree
papers.
2761
L4890 0061 {2y 3rd Faitsre feoastaentiecate
pedigree—Ppapers—
2762
499,.0051 (5) 2nd Knowing sale or delivery, or
490 0051+6) possession with intent to sell,
contraband prescription drugs.
2763
517.07(1) 3rd Failure to register securities.
2764
517.12(1) 3rd Failure of dealer, associated
person, or issuer of securities
to register.
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784 .

784.

784.

784.

784

784.

784.

784.

784 .

07(2) (b)

074 (1) (c)

075

078

.08(2) (c)

081 (3)

082 (3)

083 (3)

085

3rd

3rd

3rd

3rd

3rd

3rd

3rd

3rd

3rd

CODING: Words strieken are
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Battery of law enforcement

officer, firefighter, etc.

Battery of sexually violent

predators facility staff.

Battery on detention or

commitment facility staff.

Battery of facility employee by
throwing, tossing, or expelling

certain fluids or materials.

Battery on a person 65 years of

age or older.

Battery on specified official

or employee.

Battery by detained person on

visitor or other detainee.

Battery on code inspector.

Battery of child by throwing,
tossing, projecting, or
expelling certain fluids or

materials.
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2774

787.03(1) 3rd Interference with custody;
wrongly takes minor from
appointed guardian.

2775

787.04(2) 3rd Take, entice, or remove child
beyond state limits with
criminal intent pending custody
proceedings.

2776

787.04(3) 3rd Carrying child beyond state
lines with criminal intent to
avoid producing child at
custody hearing or delivering
to designated person.

2777

787.07 3rd Human smuggling.

2778

790.115(1) 3rd Exhibiting firearm or weapon
within 1,000 feet of a school.

2779

790.115(2) (b) 3rd Possessing electric weapon or
device, destructive device, or
other weapon on school
property.

2780

790.115(2) (c) 3rd Possessing firearm on school
property.

2781
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800.04(7) (c)
810.02(4) (a)
810.02 (4) (b)
810.06
810.08(2) (c)
812.014(2) (c) 3.
812.014

(2) (c)4.-10.
812.0195(2)

3rd

3rd

3rd

3rd

3rd

3rd

3rd

3rd

CS for CS for SB 1604
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Lewd or lascivious exhibition;

offender less than 18 years.

Burglary, or attempted
burglary, of an unoccupied
structure; unarmed; no assault

or battery.

Burglary, or attempted
burglary, of an unoccupied
conveyance; unarmed; no assault

or battery.

Burglary; possession of tools.

Trespass on property, armed
with firearm or dangerous

weapon.

Grand theft, 3rd degree $10,000
or more but less than $20,000.

Grand theft, 3rd degree, a
will, firearm, motor vehicle,

livestock, etc.

Dealing in stolen property by
use of the Internet; property

stolen $300 or more.

Page 99 of 121
CODING: Words strieken are deletions;

words underlined are additions.



2789

2790

2791

2792

2793

2794

2795

2796

2797

Florida Senate - 2016

576-04227-16

817.

817

817.

828

837.

837.

838.

839.

563 (1)

.568(2) (a)

625(2) (a)

.125(1)

02 (1)

021 (1)

022

13(2) (a)

3rd

3rd

3rd

2nd

3rd

3rd

3rd

3rd

CS for CS for SB 1604
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Sell or deliver substance other
than controlled substance
agreed upon, excluding s.

893.03(5) drugs.

Fraudulent use of personal

identification information.

Fraudulent use of scanning

device or reencoder.

Kill, maim, or cause great
bodily harm or permanent
breeding disability to any

registered horse or cattle.

Perjury in official

proceedings.

Make contradictory statements

in official proceedings.

Official misconduct.

Falsifying records of an

individual in the care and

custody of a state agency.
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839.13(2) (c) 3rd Falsifying records of the
Department of Children and
Families.

2798

843.021 3rd Possession of a concealed
handcuff key by a person in
custody.

2799

843.025 3rd Deprive law enforcement,
correctional, or correctional
probation officer of means of
protection or communication.

2800

843.15(1) (a) 3rd Failure to appear while on bail
for felony (bond estreature or
bond jumping) .

2801

847.0135(5) (c) 3rd Lewd or lascivious exhibition
using computer; offender less
than 18 years.

2802

874.05(1) (a) 3rd Encouraging or recruiting
another to join a criminal
gang.

2803

893.13(2) (a)l. 2nd Purchase of cocaine (or other
s. 893.03(1) (a), (b), or (d),
(2) (a), (2) (b), or (2) (c)4.
drugs) .
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2804
914.14 (2) 3rd Witnesses accepting bribes.
2805
914.22 (1) 3rd Force, threaten, etc., witness,
victim, or informant.
2806
914.23(2) 3rd Retaliation against a witness,
victim, or informant, no bodily
injury.
2807
918.12 3rd Tampering with Jjurors.
2808
934.215 3rd Use of two-way communications
device to facilitate commission
of a crime.
2809
2810
2811 (f) LEVEL 6
2812
2813
Florida Felony Description
Statute Degree
2814
316.027(2) (b) 2nd Leaving the scene of a crash
involving serious bodily
injury.
2815
316.193(2) (b) 3rd Felony DUI, 4th or subsequent
conviction.
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2816
400.9935(4) (c) 2nd Operating a clinic, or offering
services requiring licensure,
without a license.
2817
499.0051 (2) 2nd Knowing forgery of transaction
489 0053 (323 history, transaction
information, or transaction
statement pedigreepapers.
2818
499.0051 (3) 2nd Knowing purchase or receipt of
49900514 prescription drug from
unauthorized person.
2819
499.0051 (4) 2nd Knowing sale or transfer of
490005145 prescription drug to
unauthorized person.
2820
775.0875(1) 3rd Taking firearm from law
enforcement officer.
2821
784.021 (1) (a) 3rd Aggravated assault; deadly
weapon without intent to kill.
2822
784.021 (1) (b) 3rd Aggravated assault; intent to
commit felony.
2823
784.041 3rd Felony battery; domestic
battery by strangulation.
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2824
784.048(3) 3rd Aggravated stalking; credible
threat.
2825
784.048(5) 3rd Aggravated stalking of person
under 16.
2826
784.07(2) (c) 2nd Aggravated assault on law
enforcement officer.
2827
784.074 (1) (b) 2nd Aggravated assault on sexually
violent predators facility
staff.
2828
784.08(2) (b) 2nd Aggravated assault on a person
65 years of age or older.
2829
784.081(2) 2nd Aggravated assault on specified
official or employee.
2830
784.082(2) 2nd Aggravated assault by detained
person on visitor or other
detainee.
2831
784.083(2) 2nd Aggravated assault on code
inspector.
2832
787.02(2) 3rd False imprisonment; restraining
with purpose other than those
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2834

2835

2836

2837

2838

2839

Florida Senate - 2016

576-04227-16

790.

790.

790.

790.

794.

794.

800

115(2) (d)

161 (2)

164 (1)

19

011(8) (a)

05(1)

.04 (5) (d)

2nd

2nd

2nd

2nd

3rd

2nd

3rd

CS for CS for SB 1604

20161604c2

in s. 787.01.

Discharging firearm or weapon

on school property.

Make, possess, or throw
destructive device with intent
to do bodily harm or damage

property.

False report of deadly
explosive, weapon of mass
destruction, or act of arson or

violence to state property.

Shooting or throwing deadly
missiles into dwellings,

vessels, or vehicles.

Solicitation of minor to
participate in sexual activity

by custodial adult.

Unlawful sexual activity with

specified minor.

Lewd or lascivious molestation;
victim 12 years of age or older

but less than 16 years of age;
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offender less than 18 years.

2840

800.04 (6) (b) 2nd Lewd or lascivious conduct;
offender 18 years of age or
older.

2841

806.031(2) 2nd Arson resulting in great bodily
harm to firefighter or any
other person.

2842

810.02(3) (c) 2nd Burglary of occupied structure;
unarmed; no assault or battery.

2843

810.145(8) (b) 2nd Video voyeurism; certain minor
victims; 2nd or subsequent
offense.

2844

812.014(2) (b) 1. 2nd Property stolen $20,000 or
more, but less than $100,000,
grand theft in 2nd degree.

2845

812.014 (6) 2nd Theft; property stolen $3,000
or more; coordination of
others.

2846

812.015(9) (a) 2nd Retail theft; property stolen
$300 or more; second or

subsequent conviction.
2847
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2855
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812.

812.

817.

825.

825.

825.

825

827.

827.

015(9) (b)

13(2) (c)

4821 (5)

102 (1)

102 (3) (c)

1025(3)

.103(3) (c)

03(2) (c)

03(2) (d)

2nd

2nd

2nd

3rd

3rd

3rd

3rd

3rd

3rd

CS for CS for SB 1604

20161604c2
Retail theft; property stolen
$3,000 or more; coordination of

others.

Robbery, no firearm or other

weapon (strong-arm robbery).

Possess cloning paraphernalia
with intent to create cloned

cellular telephones.

Abuse of an elderly person or

disabled adult.

Neglect of an elderly person or

disabled adult.

Lewd or lascivious molestation
of an elderly person or
disabled adult.

Exploiting an elderly person or
disabled adult and property is
valued at less than $10,000.

Abuse of a child.

Neglect of a child.
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2862
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827.

836.

836.

843.

847.

847.

847.

914

071(2) & (3)

05

10

12

011

012

0135(2)

.23

2nd

2nd

2nd

3rd

3rd

3rd

3rd

2nd

CS for CS for SB 1604

20161604c2

Use or induce a child in a
sexual performance, or promote

or direct such performance.

Threats; extortion.

Written threats to kill or do
bodily injury.

Aids or assists person to

escape.

Distributing, offering to
distribute, or possessing with
intent to distribute obscene

materials depicting minors.

Knowingly using a minor in the
production of materials harmful

to minors.

Facilitates sexual conduct of
or with a minor or the wvisual

depiction of such conduct.

Retaliation against a witness,
victim, or informant, with

bodily injury.
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944 ,.35(3) (a) 2. 3rd Committing malicious battery
upon or inflicting cruel or
inhuman treatment on an inmate
or offender on community
supervision, resulting in great
bodily harm.
2865
944 .40 2nd Escapes.
2866
944 .46 3rd Harboring, concealing, aiding
escaped prisoners.
2867
944 .47 (1) (a)5. 2nd Introduction of contraband
(firearm, weapon, or explosive)
into correctional facility.
2868
951.22 (1) 3rd Intoxicating drug, firearm, or
weapon introduced into county
facility.
2869
2870
2871 (i) LEVEL 9
2872
Florida Felony
Statute Degree Description
2873
316.193 1st DUI manslaughter; failing
(3) (c)3.Db. to render aid or give
information.
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2874
327.35 1st BUI manslaughter; failing
(3) (c)3.b. to render aid or give
information.
2875
409.920 1st Medicaid provider fraud;
(2) (b)1l.c. $50,000 or more.
2876
499.0051 (8) 49906515 1st Knowing sale or purchase

of contraband

prescription drugs

resulting in great bodily

harm.

2877

560.123(8) (b) 3. 1st Failure to report
currency or payment
instruments totaling or
exceeding $100,000 by
money transmitter.

2878

560.125(5) (c¢) 1st Money transmitter
business by unauthorized
person, currency, OoOr
payment instruments
totaling or exceeding
$100,000.

2879

655.50(10) (b) 3. 1st Failure to report

financial transactions
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totaling or exceeding
$100,000 by financial
institution.

2880

775.0844 1st Aggravated white collar
crime.

2881

782.04 (1) 1st Attempt, conspire, or
solicit to commit

premeditated murder.

2882

782.04 (3) 1st, PBL Accomplice to murder in
connection with arson,
sexual battery, robbery,

burglary, aggravated
fleeing or eluding with
serious bodily injury or
death, and other
specified felonies.

2883

782.051(1) 1st Attempted felony murder

while perpetrating or
attempting to perpetrate
a felony enumerated in s.
782.04(3) .

2884

782.07(2) 1st Aggravated manslaughter

of an elderly person or

disabled adult.
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2885

787.01(1) (a)1l.
2886

787.01(1) (a)2.
2887

787.01(1) (a)4.
2888

787.02(3) (a)
2889

787.06(3) (c) 1.
2890

787.06(3) (d)

1st, PBL

1st, PBL

1st, PBL

1st, PBL

lst

lst

CS for CS for SB 1604
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Kidnapping; hold for
ransom or reward Or as a

shield or hostage.

Kidnapping with intent to
commit or facilitate

commission of any felony.

Kidnapping with intent to
interfere with
performance of any
governmental or political

function.

False imprisonment; child
under age 13; perpetrator
also commits aggravated
child abuse, sexual
battery, or lewd or
lascivious battery,
molestation, conduct, or

exhibition.
Human trafficking for
labor and services of an

unauthorized alien child.

Human trafficking using
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coercion for commercial
sexual activity of an
unauthorized adult alien.

2891

787.06(3) (£) 1. lst, PBL Human trafficking for
commercial sexual
activity by the transfer
or transport of any child
from outside Florida to

within the state.

2892

790.161 lst Attempted capital
destructive device
offense.

2893

790.166(2) 1st, PBL Possessing, selling,
using, or attempting to

use a weapon of mass
destruction.

2894

794.011(2) 1st Attempted sexual battery;

victim less than 12 years
of age.

2895

794.011(2) Life Sexual battery; offender
younger than 18 years and
commits sexual battery on
a person less than 12

years.
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2896

794.011 (4) (a) 1st, PBL Sexual battery, certain
circumstances; victim 12
years of age or older but
younger than 18 years;
offender 18 years or
older.

2897

794.011 (4) (b) 1st Sexual battery, certain
circumstances; victim and
offender 18 years of age
or older.

2898

794.011 (4) (c) 1st Sexual battery, certain
circumstances; victim 12
years of age or older;
offender younger than 18
years.

2899

794.011 (4) (d) 1st, PBL Sexual battery, certain
circumstances; victim 12
years of age or older;
prior conviction for
specified sex offenses.

2900

794.011(8) (b) 1st, PBL Sexual battery; engage in
sexual conduct with minor
12 to 18 years by person

in familial or custodial
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authority.

2901

794.08(2) lst Female genital
mutilation; victim
younger than 18 years of
age.

2902

800.04 (5) (b) Life Lewd or lascivious
molestation; victim less
than 12 years; offender
18 years or older.

2903

812.13(2) (a) 1st, PBL Robbery with firearm or
other deadly weapon.

2904

812.133(2) (a) 1st, PBL Carjacking; firearm or
other deadly weapon.

2905

812.135(2) (b) 1st Home-invasion robbery
with weapon.

2906

817.535(3) (b) 1st Filing false lien or
other unauthorized
document; second or
subsequent offense;
property owner is a
public officer or
employee.

2907
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817.535(4) (a) 2. lst Filing false claim or
other unauthorized
document; defendant is
incarcerated or under
supervision.
2908
817.535(5) (b) lst Filing false lien or
other unauthorized
document; second or
subsequent offense; owner
of the property incurs
financial loss as a
result of the false
instrument.
2909
817.568(7) 2nd, Fraudulent use of
PBL personal identification
information of an
individual under the age
of 18 by his or her
parent, legal guardian,
or person exercising
custodial authority.
2910
827.03(2) (a) 1st Aggravated child abuse.
2911
847.0145 (1) lst Selling, or otherwise
transferring custody or

control, of a minor.
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2912
847.0145(2) 1st Purchasing, or otherwise
obtaining custody or
control, of a minor.
2913
859.01 lst Poisoning or introducing
bacteria, radioactive
materials, wviruses, or
chemical compounds into
food, drink, medicine, or
water with intent to kill
or injure another person.
2914
893.135 1st Attempted capital
trafficking offense.
2915
893.135(1) (a) 3. 1st Trafficking in cannabis,
more than 10,000 lbs.
2916
893.135 1st Trafficking in cocaine,
(1) (b)1.c. more than 400 grams, less
than 150 kilograms.
2917
893.135 1st Trafficking in illegal
(1) (c)1l.c. drugs, more than 28
grams, less than 30
kilograms.
2918
893.135 1st Trafficking in
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2920

2921

2922

2923

2924

2925
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(1) (c)2.d.

893.135
(1) (c)3.d.

893.135
(1) () 1.c.

893.135
(1) (e)1.c.

893.135
(L) (£)1.c.

893.135
(1) (h)1l.c.

893.135
(1) (3)1.c.

CODING: Words

1st

1st

lst

1st

1st

lst
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hydrocodone, 200 grams or
more, less than 30

kilograms.

Trafficking in oxycodone,
100 grams or more, less

than 30 kilograms.

Trafficking in
phencyclidine, more than

400 grams.

Trafficking in
methaqualone, more than

25 kilograms.

Trafficking in
amphetamine, more than

200 grams.

Trafficking in gamma-
hydroxybutyric acid
(GHB), 10 kilograms or

more.

Trafficking in 1,4-
Butanediol, 10 kilograms

Oor more.
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893.135 1st Trafficking in
(1) (k)2.c. Phenethylamines, 400
grams Or more.
2926
896.101(5) (c) 1st Money laundering,
financial instruments
totaling or exceeding
$100,000.
2927
896.104 (4) (a) 3. 1st Structuring transactions
to evade reporting or
registration
requirements, financial
transactions totaling or
exceeding $100,000.
2928
2929
2930 (§) LEVEL 10
2931
Florida Felony
Statute Degree Description
2932
499.0051 (9) 1st Knowing sale or purchase
490005110} of contraband
prescription drugs
resulting in death.
2933
782.04(2) lst, PBL Unlawful killing of
human; act is homicide,
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unpremeditated.

2934

782.07(3) 1st Aggravated manslaughter
of a child.

2935

787.01(1) (a) 3. 1st, PBL Kidnapping; inflict
bodily harm upon or
terrorize victim.

2936

787.01(3) (a) Life Kidnapping; child under
age 13, perpetrator also
commits aggravated child
abuse, sexual battery,
or lewd or lascivious
battery, molestation,
conduct, or exhibition.

2937

787.06(3) (g) Life Human trafficking for
commercial sexual
activity of a child
under the age of 18 or
mentally defective or
incapacitated person.

2938

787.06(4) (a) Life Selling or buying of
minors into human
trafficking.

2939

794.011(3) Life Sexual battery; victim
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812.135(2) (a) 1st, PBL

876.32 1st
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12 years or older,
offender uses or
threatens to use deadly
weapon or physical force

to cause serious injury.

Home-invasion robbery
with firearm or other

deadly weapon.

Treason against the

state.

Section 21. This act shall take effect July 1, 2016.
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