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A bill to be entitled
An act relating to controlled substances; amending s.
400.9905, F.S.; redefining the terms “clinic” and
“portable equipment provider” within the Health Care
Clinic Act; amending s. 456.013, F.S.; authorizing
certain health care practitioners to complete a
continuing education course relating to the
prescription drug monitoring program; providing
requirements for the course; requiring the Department
of Health or a board that is authorized to exercise
regulatory or rulemaking functions within the
department to approve the course offered through a
facility licensed under ch. 395, F.S., under certain
circumstances; providing for application of the course
requirements; requiring a board or the Department of
Health to adopt rules; amending s. 458.305, F.S.;
defining the term “dispensing physician” as it relates
to the practice of medicine in this state; prohibiting
certain persons from using titles or displaying signs
that would lead the public to believe that they engage
in the dispensing of controlled substances;
prohibiting certain persons, firms, or corporations
from using a trade name, sign, letter, or
advertisement that implies that the persons, firms, or
corporations are licensed or registered to dispense
prescription drugs; prohibiting certain persons,
firms, or corporations from holding themselves out to
the public as licensed or registered to dispense

controlled substances; providing penalties; amending
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s. 458.3191, F.S.; revising the information in the
physician survey that is submitted by persons who
apply for licensure renewal as a physician under ch.
458 or ch. 459, F.S.; amending s. 458.3192, F.S.;
requiring the Department of Health to provide
nonidentifying information to the prescription drug
monitoring program’s Implementation and Oversight Task
Force regarding the number of physicians that are
registered with the prescription drug monitoring
program and that use the database from the program in
their practice; amending s. 458.3265, F.S.; redefining
the term “pain-management clinic” and defining the
term “chronic nonmalignant pain”; revising the list of
entities that are not required to register as a pain-
management clinic; authorizing the department to
revoke the certificate of registration of a pain-
management clinic based upon a finding by a probable
cause panel of a board that the clinic does not meet
certain requirements; authorizing the department to
revoke a clinic’s certificate of registration and
prohibit all physicians associated with that clinic
from practicing at that clinic location based upon an
annual inspection and evaluation and upon a final
determination by the probable cause panel of the
appropriate board that any physician associated with
that pain-management clinic knew or should have known
of certain violations; prohibiting the department from
revoking or suspending a clinic’s registration if the

clinic appoints another designated physician;
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prohibiting persons owning or operating a pain-
management clinic that has a revoked registration from
applying to operate another pain-management clinic
within a specified number of years upon a finding by
the probable cause panel of the appropriate board, and
an opportunity to be heard, that the persons operating
such clinic knew or should have known of violations
causing such revocation; deleting certain requirements
for a physician to practice medicine in a pain-
management clinic; requiring a physician, an advanced
registered nurse practitioner, or a physician
assistant to perform an appropriate medical
examination of a patient on the same day that the
physician dispenses or prescribes a controlled
substance to the patient at a pain-management clinic;
requiring a physician who works in a pain-management
clinic to document the reason a prescription for a
certain dosage of a controlled substance is within the
proper standard of care; creating a felony of the
third degree for any person to register or attempt to
register a pain-management clinic through
misrepresentation or fraud; amending s. 458.327, F.S.;
providing additional penalties; amending s. 458.331,
F.S.; providing additional grounds for disciplinary
action by the Board of Medicine; amending s. 459.003,
F.S.; defining the term “dispensing physician” as it
relates to the practice of osteopathic medicine in
this state; amending s. 459.0081, F.S.; revising the

information that must be furnished in a physician
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88 survey to the Department of Health in order to renew a
89 license to practice osteopathic medicine; amending s.
90 459.0082, F.S.; requiring the department to provide
91 certain nonidentifying information to the
92 Implementation and Oversight Task Force of the
93 prescription drug monitoring program; amending s.
94 459.013, F.S.; providing additional penalties;
95 amending s. 459.0137, F.S.; redefining the term “pain-
96 management clinic” and defining the term “chronic
97 nonmalignant pain”; providing an exemption from the
98 requirement that all privately owned pain-management
99 clinics, facilities, or offices that advertise in any
100 medium for any type of pain-management services, or
101 employ an osteopathic physician who is primarily
102 engaged in the treatment of pain by prescribing or
103 dispensing controlled substance medications, must
104 register with the Department of Health; authorizing
105 the department to revoke the certificate of
106 registration of a pain-management clinic based upon a
107 finding by a probable cause panel of a board that the
108 clinic does not meet certain requirements; authorizing
109 the department to revoke a clinic’s certificate of
110 registration and prohibit all physicians associated
111 with that clinic from practicing at that clinic
112 location based upon an annual inspection and
113 evaluation and upon a final determination by the
114 probable cause panel of the appropriate board that any
115 physician associated with that pain-management clinic
116 knew or should have known of certain violations;
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117 prohibiting the department from revoking or suspending
118 a clinic’s registration if the clinic appoints another
119 designated physician; prohibiting persons owning or
120 operating a pain-management clinic that has a revoked
121 registration from applying to operate another pain-
122 management clinic within a specified number of years
123 upon a finding by the probable cause panel of the
124 appropriate board, and an opportunity to be heard,
125 when the persons operating such clinic knew or should
126 have known of violations causing such revocation;
127 revising the responsibilities of an osteopathic
128 physician who provides professional services in a
129 pain-management clinic; requiring an osteopathic
130 physician, an advanced registered nurse practitioner,
131 or a physician assistant to perform an appropriate
132 medical examination of a patient on the same day that
133 the physician dispenses or prescribes a controlled
134 substance to the patient at a pain-management clinic;
135 requiring an osteopathic physician who works in a
136 pain-management clinic to document the reason a
137 prescription for a certain dosage of a controlled
138 substance is within the proper standard of care;
139 creating a felony of the third degree for a licensee
140 or other person who serves as the designated physician
141 of a pain-management clinic to register a pain-
142 management clinic through misrepresentation or fraud;
143 amending s. 459.015, F.S.; providing additional
144 grounds for disciplinary action by the Board of
145 Osteopathic Medicine; amending s. 465.015, F.S.;
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146 prohibiting a licensed pharmacist from knowingly
147 failing to report to the local county sheriff’s office
148 the commission of a felony involving a person who
149 acquires or obtains possession of a controlled
150 substance by misrepresentation, fraud, forgery,
151 deception, or subterfuge under certain conditions;
152 providing penalties; providing suggested criteria for
153 reporting the commission of a felony that involves a
154 person who acquires or obtains possession of a
155 controlled substance by misrepresentation, fraud,
156 forgery, deception, or subterfuge; providing that a
157 licensed pharmacist is not subject to disciplinary
158 action for reporting; amending s. 465.0276, F.S.;
159 requiring a practitioner to register as a dispensing
160 practitioner in order to dispense controlled
161 substances; amending s. 499.01, F.S.; authorizing
162 certain business entities to pay for prescription
163 drugs obtained by practitioners licensed under ch.
164 466, F.S.; amending s. 766.101, F.S.; conforming a
165 cross-reference; amending s. 810.02, F.S.; redefining
166 the offense of burglary to include the theft of a
167 controlled substance within a structure or conveyance;
168 amending s. 812.014, F.S.; redefining the offense of
169 theft to include the theft of a controlled substance;
170 creating s. 893.021, F.S.; providing conditions in
171 which a drug is considered adulterated; providing that
172 a physician is not prevented from directing or
173 prescribing a change to the recognized manufactured
174 recommendations for use of any controlled substance

Page 6 of 79
CODING: Words strieken are deletions; words underlined are additions.




CS for CS for SB 818 First Engrossed

2011818el
175 for a patient under certain circumstances; requiring a
176 prescribing physician to indicate on the original
177 prescription any deviation of the recognized
178 manufacturer’s recommended use of a controlled
179 substance; requiring a pharmacist or physician to
180 indicate such deviation on the label of the
181 prescription upon dispensing; amending s. 893.04,
182 F.S.; revising the required information that must
183 appear on the face of a prescription or written record
184 of a controlled substance before it is dispensed by a
185 pharmacist; amending s. 893.055, F.S.; requiring that
186 the prescription drug monitoring program comply with
187 the minimum requirements established by the Department
188 of Health; requiring the Department of Health to
189 establish a method to allow corrections to the
190 database of the prescription drug monitoring program;
191 requiring the number of refills ordered and whether
192 the drug was dispensed as a refill or a first-time
193 request to be included in the database of the
194 prescription drug monitoring program; revising the
195 number of days in which a dispensed controlled
196 substance must be reported to the department through
197 the prescription drug monitoring program; revising the
198 list of acts of dispensing or administering which are
199 exempt from reporting; requiring a pharmacy,
200 prescriber, practitioner, or dispenser to register
201 with the department by submitting a registering
202 document in order to have access to certain
203 information in the prescription drug monitoring
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204 program’s database; requiring the department to
205 approve the registering document before granting
206 access to information in the prescription drug
207 monitoring program’s database; requiring criminal
208 background screening for those persons who have direct
209 access to the prescription drug monitoring program’s
210 database; authorizing the Attorney General to obtain
211 confidential and exempt information for Medicaid fraud
212 cases and Medicaid investigations; requiring certain
213 documentation to be provided to the program manager in
214 order to release confidential and exempt information
215 from the prescription drug monitoring program’s
216 database to a patient, legal guardian, or a designated
217 health care surrogate; authorizing the Agency for
218 Health Care Administration to obtain confidential and
219 exempt information from the prescription drug
220 monitoring program’s database for Medicaid fraud cases
221 and Medicaid investigations involving controlled
2272 substances; deleting a provision requiring that
223 administrative costs of the prescription drug
224 monitoring program be funded through federal grants
225 and private sources; requiring the State Surgeon
226 General to enter into reciprocal agreements for the
227 sharing of information in the prescription drug
228 monitoring program with other states that have a
229 similar prescription drug monitoring program;
230 requiring the State Surgeon General to annually review
231 a reciprocal agreement to determine its compatibility;
232 providing requirements for compatibility; prohibiting
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233 the sharing of certain information; providing an
234 appropriation; amending s. 893.0551, F.S.; requiring
235 the Department of Health to disclose confidential and
236 exempt information pertaining to the prescription drug
237 monitoring program to the Attorney General and
238 designee when working on Medicaid fraud cases and
239 Medicaid investigations involving prescribed
240 controlled substances or when the Attorney General has
241 initiated a review of specific identifiers that
242 warrant a Medicaid investigation regarding prescribed
243 controlled substances; prohibiting the Attorney
244 General’s Medicaid investigators from direct access to
245 the prescription drug monitoring program’s database;
246 authorizing the Department of Health to disclose
247 certain confidential and exempt information in the
248 prescription drug monitoring program’s database under
249 certain circumstances involving reciprocal agreements
250 with other states; prohibiting the sharing of
251 information from the prescription drug monitoring
252 program’s database which is not for the purpose that
253 is statutorily authorized or according to the State
254 Surgeon General’s determination of compatibility;
255 amending s. 893.07, F.S.; requiring that a person
256 report to the local sheriff’s office the theft or
257 significant loss of a controlled substance within a
258 specified time; providing penalties; providing
259 legislative intent; amending s. 893.13, F.S.;
260 prohibiting a person from obtaining or attempting to
261 obtain from a practitioner a controlled substance or a
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262 prescription for a controlled substance by
263 misrepresentation, fraud, forgery, deception,
264 subterfuge, or concealment of a material fact;
265 prohibiting a health care provider from providing a
266 controlled substance or a prescription for a
267 controlled substance by misrepresentation, fraud,
268 forgery, deception, subterfuge, or concealment of a
269 material fact; prohibiting a person from adulterating
270 a controlled substance for certain use without
271 authorization by a prescribing physician; authorizing
272 a law enforcement officer to seize as evidence the
273 adulteration or off-label use of a prescribed
274 controlled substance; providing that such adulterated
275 or off-label use of the controlled substance may be
276 returned to its owner only under certain conditions;
277 providing penalties; prohibiting a prescribing
278 practitioner from writing a prescription for a
279 controlled substance and authorizing or directing the
280 adulteration of the dispensed form of the controlled
281 substance for the purpose of ingestion by means not
282 medically necessary; amending s. 893.138, F.S.;
283 providing circumstances in which a pain-management
284 clinic may be declared a public nuisance; amending s.
285 465.025, F.S.; requiring the Board of Pharmacy to
286 create a list of opioid analgesic drugs; providing
287 requirements for the list of opioid analgesic drugs;
288 prohibiting a pharmacist from substituting an opioid
289 analgesic drug for an opioid analgesic drug that
290 incorporates a tamper-resistant technology; providing
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an effective date.

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

Section 1. Subsections (4) and (7) of section 400.9905,
Florida Statutes, are amended to read:

400.9905 Definitions.—

(4) “Clinic” means an entity at which health care services
are provided to individuals and which tenders charges for

reimbursement or payment for such services, including a mobile

clinic and a portable equipment provider. For purposes of this
part, the term does not include and the licensure requirements
of this part do not apply to:

(a) Entities licensed or registered by the state under
chapter 395; or entities licensed or registered by the state and
providing only health care services within the scope of services
authorized under their respective licenses granted under ss.
383.30-383.335, chapter 390, chapter 394, chapter 397, this
chapter except part X, chapter 429, chapter 463, chapter 465,
chapter 466, chapter 478, part I of chapter 483, chapter 484, or
chapter 651; end-stage renal disease providers authorized under
42 C.F.R. part 405, subpart U; or providers certified under 42
C.F.R. part 485, subpart B or subpart H; or any entity that
provides neonatal or pediatric hospital-based health care
services or other health care services by licensed practitioners
solely within a hospital licensed under chapter 395.

(b) Entities that own, directly or indirectly, entities
licensed or registered by the state pursuant to chapter 395; or

entities that own, directly or indirectly, entities licensed or
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320 registered by the state and providing only health care services
321| within the scope of services authorized pursuant to their

322 respective licenses granted under ss. 383.30-383.335, chapter
323 390, chapter 394, chapter 397, this chapter except part X,

324 chapter 429, chapter 463, chapter 465, chapter 466, chapter 478,
325| part I of chapter 483, chapter 484, chapter 651; end-stage renal
326| disease providers authorized under 42 C.F.R. part 405, subpart
327 U; or providers certified under 42 C.F.R. part 485, subpart B or
328 subpart H; or any entity that provides neonatal or pediatric

329| hospital-based health care services by licensed practitioners
330 solely within a hospital licensed under chapter 395.

331 (c) Entities that are owned, directly or indirectly, by an
332 entity licensed or registered by the state pursuant to chapter
333 395; or entities that are owned, directly or indirectly, by an
334| entity licensed or registered by the state and providing only
335| health care services within the scope of services authorized

336| pursuant to their respective licenses granted under ss. 383.30-
337 383.335, chapter 390, chapter 394, chapter 397, this chapter

338 except part X, chapter 429, chapter 463, chapter 465, chapter
339 466, chapter 478, part I of chapter 483, chapter 484, or chapter
340 651; end-stage renal disease providers authorized under 42

341 C.F.R. part 405, subpart U; or providers certified under 42

342 C.F.R. part 485, subpart B or subpart H; or any entity that

343| provides neonatal or pediatric hospital-based health care

344 services by licensed practitioners solely within a hospital

345| under chapter 395.

346 (d) Entities that are under common ownership, directly or
347 indirectly, with an entity licensed or registered by the state

348| pursuant to chapter 395; or entities that are under common
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ownership, directly or indirectly, with an entity licensed or
registered by the state and providing only health care services
within the scope of services authorized pursuant to their
respective licenses granted under ss. 383.30-383.335, chapter
390, chapter 394, chapter 397, this chapter except part X,
chapter 429, chapter 463, chapter 465, chapter 466, chapter 478,
part I of chapter 483, chapter 484, or chapter 651; end-stage
renal disease providers authorized under 42 C.F.R. part 405,
subpart U; or providers certified under 42 C.F.R. part 485,
subpart B or subpart H; or any entity that provides neonatal or
pediatric hospital-based health care services by licensed
practitioners solely within a hospital licensed under chapter
395.

(e) An entity that is exempt from federal taxation under 26
U.S.C. s. 501(c) (3) or (4), an employee stock ownership plan
under 26 U.S.C. s. 409 that has a board of trustees not less
than two-thirds of which are Florida-licensed health care
practitioners and provides only physical therapy services under
physician orders, any community college or university clinic,
and any entity owned or operated by the federal or state
government, including agencies, subdivisions, or municipalities
thereof.

(f) A sole proprietorship, group practice, partnership, or
corporation that provides health care services by physicians
covered by s. 627.419, that is directly supervised by one or
more of such physicians, and that is wholly owned by one or more
of those physicians or by a physician and the spouse, parent,
child, or sibling of that physician.

(g) A sole proprietorship, group practice, partnership, or
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corporation that provides health care services by licensed
health care practitioners under chapter 457, chapter 458,
chapter 459, chapter 460, chapter 461, chapter 462, chapter 463,
chapter 466, chapter 467, chapter 480, chapter 484, chapter 486,
chapter 490, chapter 491, or part I, part III, part X, part
XIII, or part XIV of chapter 468, or s. 464.012, which are
wholly owned by one or more licensed health care practitioners,
or the licensed health care practitioners set forth in this
paragraph and the spouse, parent, child, or sibling of a
licensed health care practitioner, so long as one of the owners
who is a licensed health care practitioner is supervising the
business activities and is legally responsible for the entity’s
compliance with all federal and state laws. However, a health
care practitioner may not supervise services beyond the scope of
the practitioner’s license, except that, for the purposes of
this part, a clinic owned by a licensee in s. 456.053(3) (b) that
provides only services authorized pursuant to s. 456.053(3) (b)
may be supervised by a licensee specified in s. 456.053(3) (b).

(h) Clinical facilities affiliated with an accredited
medical school at which training is provided for medical
students, residents, or fellows.

(1) Entities that provide only oncology or radiation
therapy services by physicians licensed under chapter 458 or
chapter 459 or entities that provide oncology or radiation
therapy services by physicians licensed under chapter 458 or
chapter 459 which are owned by a corporation whose shares are
publicly traded on a recognized stock exchange.

(7J) Clinical facilities affiliated with a college of

chiropractic accredited by the Council on Chiropractic Education
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at which training is provided for chiropractic students.

(k) Entities that provide licensed practitioners to staff
emergency departments or to deliver anesthesia services in
facilities licensed under chapter 395 and that derive at least
90 percent of their gross annual revenues from the provision of
such services. Entities claiming an exemption from licensure
under this paragraph must provide documentation demonstrating
compliance.

(1) Orthotic or prosthetic clinical facilities that are a
publicly traded corporation or that are wholly owned, directly
or indirectly, by a publicly traded corporation. As used in this
paragraph, a publicly traded corporation is a corporation that
issues securities traded on an exchange registered with the
United States Securities and Exchange Commission as a national
securities exchange.

(7) “Portable equipment provider” means an entity that
contracts with or employs persons to provide portable equipment

to multiple locations performing treatment or diagnostic testing

ENEVE R TN SN TN 2
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servieesy and that otherwise meets the definition of a clinic in
subsection (4).

Section 2. Subsection (7) of section 456.013, Florida
Statutes, is amended to read:

456.013 Department; general licensing provisions.—

(7) (&) The boards, or the department when there is no
board, shall require the completion of a 2-hour course relating
to prevention of medical errors as part of the licensure and

renewal process. The 2-hour course counts shall—eeunt towards

the total number of continuing education hours required for the
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profession. The board or department shall approve the course

shadlt—Pbe—approved v —the boardor department, as appropriate,
which must amd—shaltt include a study of root-cause analysis,

error reduction and prevention, and patient safety. In addition,
the course approved by the Board of Medicine and the Board of
Osteopathic Medicine must shadd include information relating to
the five most misdiagnosed conditions during the previous
biennium, as determined by the board. If the course is being

offered by a facility licensed under purswvant—te chapter 395 for

its employees, the board may approve up to 1 hour of the 2-hour
course to be specifically related to error reduction and
prevention methods used in that facility.

(b) As a condition of initial licensure and at each

subsequent license renewal, the boards, or the department if

there is no board, shall allow each practitioner licensed under

chapter 458, chapter 459, chapter 461, chapter 465, or chapter

466 whose lawful scope of practice authorizes the practitioner

to prescribe, administer, or dispense controlled substances to

complete a l-hour continuing education course relating to the

prescription drug monitoring program. The course must include,

but need not be limited to:

1. The purpose of the prescription drug monitoring program.

2. The practitioners’ capabilities for improving the

standard of care for patients by using the prescription drug

monitoring program.

3. How the prescription drug monitoring program can help

practitioners detect doctor shopping.

4. The involvement of law enforcement personnel, the

Attorney General’s Medicaid Fraud Unit, and medical regulatory
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investigators with the prescription drug monitoring program.

5. The procedures for registering for access to the

prescription drug monitoring program.

The course hours may be included in the total number of hours of

continuing education required by the profession and must be

approved by the board or by the department if there is no board.

The boards, or the department if there is no board, shall

approve the course offered through a facility licensed under

chapter 395 for its employees if the course is at least 3 hours

and covers the education requirements.

(c) The course requirements in paragraph (b) apply to each

licensee renewing his or her license on or after July 1, 2012,

and to each applicant approved for licensure on or after January
1, 2013.
(d) By October 1, 2011, the boards, or the department if

there is no board, shall adopt rules as necessary to administer

this subsection.

Section 3. Section 458.305, Florida Statutes, is amended to

read:
458.305 Definitions.—As used in this chapter:
(1) “Board” means the Board of Medicine.
(2) “Department” means the Department of Health.

(3) “Dispensing physician” means a physician who is

registered as a dispensing practitioner under s. 465.0276.

(4) 43> “Practice of medicine” means the diagnosis,
treatment, operation, or prescription for any human disease,
pain, injury, deformity, or other physical or mental condition.

(5)+4)> “Physician” means a person who is licensed to
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494| practice medicine in this state.
495 Section 4. Advertising of controlled substances by a
496| dispensing physician.—
497 (1) (a) Only a dispensing physician licensed under chapter

498 458 or chapter 459, Florida Statutes, may use the title

499| “dispensing physician” or “dispenser” or otherwise lead the

500| public to believe that he or she is engaged in the dispensing of

501 controlled substances.

502 (b) A person, other than an owner of a:

503 1. Pain-management clinic registered under chapter 458 or

504| chapter 459, Florida Statutes; or

505 2. Health clinic licensed under chapter 400, Florida
506 Statutes,
507

508| may not display any sign or take any other action that would

509| lead the public to believe that such person is engaged in the

510| business of dispensing a controlled substance. Any advertisement

511 that states “dispensing onsite” or “onsite pharmacy” violates

512 this paragraph. This paragraph does not preclude a person who is

513| not licensed as a medical practitioner from owning a pain-

514| management clinic.

515 (c) A person, firm, or corporation, unless licensed under

516 chapter 465, Florida Statutes, may not use in a trade name,

517 sign, letter, or advertisement any term, including “drug,”

4 r”

518 “pharmacy,” “onsite pharmacy,” “dispensing,” “dispensing

519 onsite,” “prescription drugs,” “Rx,” or “apothecary,” which

520 implies that the person, firm, or corporation is licensed or

521 registered to dispense prescription drugs in this state.

522 (2) A person who violates paragraph (1) (a) or paragraph
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523 (1) (b) commits a misdemeanor of the first degree, punishable as

524| provided in s. 775.082 or s. 775.083, Florida Statutes. A person

525| who violates paragraph (1) (c) commits a felony of the third

526| degree, punishable as provided in s. 775.082, s. 775.083, or s.

527 775.084, Florida Statutes. In any warrant, information, or

528 indictment, it is not necessary to negate any exceptions, and

529 the burden of any exception is upon the defendant.

530 Section 5. Paragraph (a) of subsection (1) of section

531 458.3191, Florida Statutes, is amended to read:

532 458.3191 Physician survey.—

533 (1) Each person who applies for licensure renewal as a

534| physician under this chapter or chapter 459 must, in conjunction
535 with the renewal of such license under procedures adopted by the
536| Department of Health and in addition to any other information
537 that may be required from the applicant, furnish the following
538 to the Department of Health in a physician survey:

539 (a) Licensee information, including, but not limited to:
540 1. Frequency and geographic location of practice within the
541 state.

542 2. Practice setting.

543 3. Percentage of time spent in direct patient care.

544 4., Anticipated change to license or practice status.

545 5. Areas of specialty or certification.

546 6. Whether the department has ever approved or denied the

547| physician’s registration for access to a patient’s information

548 in the prescription drug monitoring program’s database.

549 7. Whether the physician uses the prescription drug

550| monitoring program with patients in his or her medical practice.

551 Section 6. Subsection (3) is added to section 458.3192,
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Florida Statutes, to read:
458.3192 Analysis of survey results; report.—
(3) By November 1 each year, the Department of Health shall

provide nonidentifying information to the prescription drug

monitoring program’s Implementation and Oversight Task Force

regarding the number of physicians who are registered with the

prescription drug monitoring program and who also use the

database from the prescription drug monitoring program for their

patients in their medical practice.

Section 7. Paragraphs (a), (f), (g), (h), and (k) of
subsection (1) and paragraphs (a) and (c) of subsection (2) of
section 458.3265, Florida Statutes, are amended, and paragraphs
(f) and (g) are added to subsection (5) of that section, to
read:

458.3265 Pain-management clinics.—

(1) REGISTRATION.—

(a) “Pain-management clinic,” hereinafter referred to as

”

“clinic,” means a publicly or privately owned facility where in

any month a majority of patients are prescribed opioids,

benzodiazepines, barbiturates, or carisoprodol, for the

treatment of chronic nonmalignant pain. “Chronic nonmalignant

pain” means pain unrelated to cancer or rheumatoid arthritis

which persists beyond the usual course of disease or the injury

that is the cause of the pain or more than 90 days after

surgery. All privately—eowned pain-management clinics+
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substancemedieationsy must register with the department unless:
1. That clinic is licensed as a facility pursuant to
chapter 395;
2. The majority of the physicians who provide services in

the clinic primarily provide surgical services or interventional

pain procedures of the type routinely billed using surgical

codes;

3. The clinic is owned, directly or indirectly, by a

publicly held corporation whose shares are traded on a national
exchange or on the over-the-counter market and whose total
assets at the end of the corporation’s most recent fiscal
quarter exceeded $50 million;

4. The clinic is affiliated with an accredited medical
school at which training is provided for medical students,
residents, or fellows;

5. The clinic does not prescribe or dispense controlled
substances for the treatment of pain; or

6. The clinic is owned by a corporate entity exempt from
federal taxation under 26 U.S.C. s. 501 (c) (3).

(f) If the department finds upon a hearing by the probable

cause panel of the appropriate board that a pain-management

clinic does not meet the requirement of paragraph (d) or is
owned, directly or indirectly, by a person meeting any criteria
listed in paragraph (e), the department shall revoke the
certificate of registration previously issued by the department.
As determined by rule, the department may grant an exemption to
denying a registration or revoking a previously issued
registration if more than 10 years have elapsed since

adjudication. As used in this subsection, the term “convicted”
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610 includes an adjudication of guilt following a plea of guilty or
611 nolo contendere or the forfeiture of a bond when charged with a
612 crime.

613 (g) The department may revoke the clinic’s certificate of
614| registration and prohibit all physicians associated with that
615| pain-management clinic from practicing at that clinic location
616| Dbased upon an annual inspection and evaluation of the factors

617 described in subsection (3) and upon a final determination by

618 the probable cause panel of the appropriate board that any

619| physician associated with that pain-management clinic knew or

620 should have known of any violations of the factors described in

621 subsection (3).

622 (h)1. If the registration of a pain-management clinic 1is
623 revoked or suspended, the designated physician of the pain-

624 management clinic, the owner or lessor of the pain-management
625 clinic property, the manager, and the proprietor shall cease to
626 operate the facility as a pain-management clinic as of the

627 effective date of the suspension or revocation.

628 2. Notwithstanding subparagraph 1., the clinic’s

629| registration shall not be revoked or suspended if the clinic,

630| within 24 hours after notification of suspension or revocation,

631 appoints another designated physician who has a full, active,

632 and unencumbered license under this chapter or chapter 459 to

633 operate a pain-management clinic.

634 (k) If the clinic’s registration is revoked, any person
635| named in the registration documents of the pain-management
636| clinic, including persons owning or operating the pain-

637| management clinic, may not, as an individual or as a part of a

638 group, apply to operate a pain-management clinic for 5 years
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639 after the date the registration is revoked upon a finding by the

640| probable cause panel of the appropriate board, and an

641 opportunity to be heard, that the persons operating such clinic

642 knew or should have known of violations causing such revocation.

043 (2) PHYSICIAN RESPONSIBILITIES.—These responsibilities

644 apply to any physician who provides professional services in a
645| pain-management clinic that is required to be registered in
646| subsection (1).

647 (a) A physician may not practice medicine in a pain-

048 management clinic, as described in subsection (4), if=+

649 3+ the pain-management clinic is not registered with the

650 department as required by this section.i—ex

651 2 DAt a7 Taal <z 1 2012 +h Nhszaa ~2 o oo o~
ot reCtTtTrvVeT oy T35 U T Z7y crC— Py o CTrait—tias toT
652 crr s~ f11T] T 7 AT AR A o g s A a N £~11 CRISNE IR SN T SN SR =
oot oTrury CoOMprecCt—aPari—mtCor CTraC—=TCTrrOwW ST~ citat —= S5

653| aeceredited by the Acereditation Council for GCraduate Medieat
654

655| Aecereditation Counecil for Craduate Medical Fducationor—prior

656 4 Ta11lsxz 1 2N19D A a et STl sz rga 1 naa ] o adarmtA~d Wy 1
jawy ULA_L_Y J_, AW 7 AW AW A waw ) IO T \.z\JllltJ_L_y W LT CTIT [H S W g S S ) u\J.\JtJl—C\J. LJ_Y T

657 board-

658

659| Any physician who qualifies to practice medicine in a pain-

660| management clinic pursuant to rules adopted by the Board of

661| Medicine as of July 1, 2012, may continue to practice medicine
662 in a pain-management clinic as long as the physician continues
663 to meet the qualifications set forth in the board rules. A

664| physician who violates this paragraph is subject to disciplinary
665 action by his or her appropriate medical regulatory board.

666 (c) A physician, an advanced registered nurse practitioner,

667 or a physician assistant must perform an appropriate medical =
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668| physiteadt examination of a patient on the same day that the

669| physician he—er——she dispenses or prescribes a controlled

670 substance to a patient at a pain-management clinic. If the

671| physician prescribes or dispenses more than a 72-hour dose of
672 controlled substances for the treatment of chronic nonmalignant
673| pain, the physician must document in the patient’s record the

674 reason such dosage is within the standard of care. For the

675| purpose of this paragraph, the standard of care is set forth in
676| rule 64B8-9.013(3), Florida Administrative Code feorpreseribing

677| er—dispensing—that—euantity.
678 (5) PENALTIES; ENFORCEMENT.-—

679 (f) A licensee or other person who serves as the designated

680| physician of a pain-management clinic as defined in this section

681 or s. 459.0137 and registers a pain-management clinic through

682| misrepresentation or fraud or procures or attempts to procure

683| the registration of a pain-management clinic for any other

684| person by making or causing to be made any false or fraudulent

685| representation commits a felony of the third degree, punishable
686 as provided in s. 775.082, s. 775.083, or s. 775.084.

687 (g) Any person who registers a pain-management clinic

688 through misrepresentation or fraud or who procures or attempts

689 to procure the registration of a pain-management clinic for any

690 other person by making or causing to be made any false or

691 fraudulent representation, commits a felony of the third degree,

692 punishable as provided in s. 775.082, s. 775.083, or s. 775.084.

693 Section 8. Paragraphs (f) and (g) are added to subsection
094 (1), paragraphs (g) and (h) are added to subsection (2), and

695 subsection (3) is added to section 458.327, Florida Statutes, to
696 read:
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697 458.327 Penalty for violations.—

098 (1) Each of the following acts constitutes a felony of the
699 third degree, punishable as provided in s. 775.082, s. 775.083,
700 or s. 775.084:

701 (f) Failing to perform a physical examination of a patient

702| by a physician or a licensed designee acting under the

703| physician’s supervision on the same day that the treating

704| physician dispenses or prescribes a controlled substance to the

705| patient at a pain-management clinic occurring three or more

706| times within a 6-month period, or failing to perform a physical

707| examination on three or more different patients on the same day

708 that the treating physician dispenses or prescribes a controlled

709 substance to each patient at a pain-management clinic within a

710 6-month period.

711 (g) Prescribing or dispensing in excess of a 72-hour dose

712 of controlled substances at a pain-management clinic for the

713| treatment of chronic nonmalignant pain of a patient occurring

714 three or more times within a 6-month period without documenting

715 in the patient’s record the reason that such dosage is within

716 the standard of care. For the purpose of this paragraph, the
717 standard of care is set forth in rule 64B8-9.013(3), Florida

718 Administrative Code.

719 (2) Each of the following acts constitutes a misdemeanor of
720 the first degree, punishable as provided in s. 775.082 or s.
721 775.083:

722 (g) Failing to perform a physical examination of a patient

723 on the same day that the treating physician dispenses or

724| prescribes a controlled substance to the patient at a pain-

725 management clinic two times in a 6-month period, or failing to
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perform a physical examination on two different patients on the

same day that the treating physician dispenses or prescribes a

controlled substance to each patient at a pain-management clinic

within a 6-month period.

(h) Prescribing or dispensing in excess of a 72-hour dose

of controlled substances at a pain-management clinic for the

treatment of chronic nonmalignant pain of a patient occurring

two times within a 6-month period without documenting in the

patient’s record the reason that such dosage is within the

standard of care. For the purpose of this paragraph, the

standard of care 1is set forth in rule 64B8-9.013(3), Florida

Administrative Code.

(3) Each of the following acts constitutes a misdemeanor of

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

(a) A first offense of failing to perform a physical

examination of a patient on the same day that the treating

physician dispenses or prescribes a controlled substance to the

patient at a pain-management clinic.

(b) A first offense of failing to document in a patient’s

record the reason that such dosage is within the standard of

care for prescribing or dispensing in excess of a 72-hour dose

of controlled substances at a pain-management clinic for the

treatment of chronic nonmalignant pain.

Section 9. Subsection (11) is added to section 458.331,

Florida Statutes, to read:
458.331 Grounds for disciplinary action; action by the
board and department.—

(11) Notwithstanding subsection (2), upon finding that a
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755| physician has prescribed or dispensed, or caused to be

756| prescribed or dispensed, a controlled substance in a pain-

757| management clinic in a manner that violates the standard of

758| practice as set forth in this chapter or rules adopted pursuant

759 to this chapter, the board shall, at a minimum, suspend the

760| physician’s license for at least 6 months and impose a fine of

761 at least $10,000 per count. Repeated violations shall result in

762 increased penalties.

763 Section 10. Present subsections (3), (4), and (5) of
764 section 459.003, Florida Statutes, are redesignated as
765 subsections (4), (5), and (6), respectively, and a new
766| subsection (3) is added to that section, to read:

767 459.003 Definitions.—As used in this chapter:

768 (3) “Dispensing physician” means an osteopathic physician

769| who is registered as a dispensing practitioner under s.
770 465.0276.

771 Section 11. Paragraph (a) of subsection (1) of section

772 459.0081, Florida Statutes, is amended to read:

773 459.0081 Physician survey.—

774 (1) Each person who applies for licensure renewal as a

775| physician under chapter 458 or this chapter must, in conjunction
776| with the renewal of such license under procedures adopted by the
777 Department of Health and in addition to any other information
778 that may be required from the applicant, furnish the following
779 to the Department of Health in a physician survey:

780 (a) Licensee information, including, but not limited to:
781 1. Frequency and geographic location of practice within the

782 state.

783 2. Practice setting.
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784 3. Percentage of time spent in direct patient care.
785 4. Anticipated change to license or practice status.
786 5. Areas of specialty or certification.
787 6. Whether the department has ever approved or denied the

788| physician’s registration for access to a patient’s information

789 in the database of the prescription drug monitoring program.

790 7. Whether the physician uses the prescription drug

791| monitoring program with patients in his or her medical practice.
792 Section 12. Subsection (3) is added to section 459.0082,
793 Florida Statutes, to read:

794 459.0082 Analysis of survey results; report.—

795 (3) By November 1 of each year, the Department of Health

796 shall provide nonidentifying information to the Implementation

797 and Oversight Task Force of the prescription drug monitoring

798| program regarding the number of physicians who are registered

799| with the prescription drug monitoring program and who also use

800 the database from the prescription drug monitoring program for

801 their patients in their medical practice.

802 Section 13. Paragraphs (f) and (g) are added to subsection
803 (1), paragraphs (e) and (f) are added to subsection (2), and
804| paragraphs (d) and (e) are added to subsection (3) of section
805 459.013, Florida Statutes, to read:

806 459.013 Penalty for violations.—

807 (1) Each of the following acts constitutes a felony of the
808 third degree, punishable as provided in s. 775.082, s. 775.083,
809| or s. 775.084:

810 (f) Failing to perform a physical examination of a patient

811 on the same day that the osteopathic physician dispenses or

812| prescribes a controlled substance to the patient at a pain-
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management clinic occurring three or more times within a 6-month

period, or failing to perform a physical examination on three or

more different patients on the same day that the osteopathic

physician dispenses or prescribes a controlled substance to each

patient at a pain-management clinic within a 6-month period.

(g) Prescribing or dispensing in excess of a 72-hour dose

of controlled substances at a pain-management clinic for the

treatment of chronic nonmalignant pain of a patient occurring

three or more times within a 6-month period without documenting

in the patient’s record the reason that such dosage is within

the standard of care. For the purpose of this paragraph, the

standard of care is set forth in rule 64B15-14.005(3), Florida

Administrative Code.

(2) Each of the following acts constitutes a misdemeanor of
the first degree, punishable as provided in s. 775.082 or s.
775.083:

(e) Failing to perform a physical examination of a patient

on the same day that the osteopathic physician dispenses or

prescribes a controlled substance to the patient at a pain-

management clinic occurring two times within a 6-month period,

or failing to perform a physical examination on two different

patients on the same day that the osteopathic physician

dispenses or prescribes a controlled substance to each patient

at a pain-management clinic within a 6-month period.

(f) Prescribing or dispensing in excess of a 72-hour dose

of controlled substances at a pain-management clinic for the

treatment of chronic nonmalignant pain of a patient occurring

two times within a 6-month period without documenting in the

patient’s record the reason that such dosage is within the
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standard of care. For the purpose of this paragraph, the

standard of care is set forth in rule 64B15-14.005(3), Florida

Administrative Code.

(3) Each of the following constitutes a misdemeanor of the
second degree, punishable as provided in s. 775.082 or s.
775.083:

(d) A first offense of failing to perform a physical

examination of a patient on the same day that the osteopathic

physician dispenses or prescribes a controlled substance to the

patient at a pain-management clinic.

(e) A first offense of failing to document in a patient’s

record the reason that such dosage is within the standard of

care for prescribing or dispensing in excess of a 72-hour dose

of controlled substances at a pain-management clinic for the

treatment of chronic nonmalignant pain. For the purpose of this

paragraph, the standard of care is set forth in rule 64B15-

14.005(3), Florida Administrative Code.

Section 14. Paragraphs (a), (f), (g), (h), and (k) of
subsection (1) and paragraphs (a) and (c) of subsection (2) of
section 459.0137, Florida Statutes, are amended, and paragraphs

(f) and (g) are added to subsection (5) of that section, to

read:

459.0137 Pain-management clinics.—

(1) REGISTRATION.-—

(a) “Pain-management clinic,” hereinafter referred to as
“clinic,” means a publicly or privately owned facility where in

any month a majority of patients are prescribed opioids,

benzodiazepines, barbiturates, or carisoprodol for the treatment

of chronic nonmalignant pain. “Chronic nonmalignant pain” means
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pain unrelated to cancer or rheumatoid arthritis which persists

beyond the usual course of a disease or the injury that is the

cause of the pain or more than 90 days after surgery. All
privatelyowned pain-management clinics+—faeitities—or officesy

~
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medtreatronsy must regilister with the department unless:

1. That clinic is licensed as a facility pursuant to
chapter 395;
2. The majority of the physicians who provide services in

the clinic primarily provide surgical services or interventional

pain procedures of the type routinely billed using surgical

codes;

3. The clinic is owned by a publicly held corporation whose
shares are traded on a national exchange or on the over-the-
counter market and whose total assets at the end of the
corporation’s most recent fiscal quarter exceeded $50 million;

4. The clinic is affiliated with an accredited medical
school at which training is provided for medical students,
residents, or fellows;

5. The clinic does not prescribe or dispense controlled
substances for the treatment of pain; or

6. The clinic is owned by a corporate entity exempt from
federal taxation under 26 U.S.C. s. 501 (c) (3).

(f) If the department finds upon a hearing by the probable

cause panel of the appropriate board that a pain-management

clinic does not meet the requirement of paragraph (d) or is
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900 owned, directly or indirectly, by a person meeting any criteria
901 listed in paragraph (e), the department shall revoke the

902 certificate of registration previously issued by the department.
903| As determined by rule, the department may grant an exemption to
904| denying a registration or revoking a previously issued

905 registration if more than 10 years have elapsed since

906 adjudication. As used in this subsection, the term “convicted”
907 includes an adjudication of guilt following a plea of guilty or
908| nolo contendere or the forfeiture of a bond when charged with a
909| crime.

910 (g) The department may revoke the clinic’s certificate of
911 registration and prohibit all physicians associated with that
912| pain-management clinic from practicing at that clinic location
913| Dbased upon an annual inspection and evaluation of the factors

914 described in subsection (3) and upon a final determination by

915 the probable cause panel of the appropriate board that any

916| physician associated with that pain-management clinic knew or

917 should have known of any violations of the factors described in

918 subsection (3).

919 (h)1. If the registration of a pain-management clinic 1is
920 revoked or suspended, the designated physician of the pain-

921 management clinic, the owner or lessor of the pain-management
922 clinic property, the manager, and the proprietor shall cease to
923 operate the facility as a pain-management clinic as of the

924 effective date of the suspension or revocation.

925 2. Notwithstanding subparagraph 1., the clinic’s

926| registration shall not be revoked or suspended if the clinic,

927| within 24 hours after notification of suspension or revocation,

928 appoints another designated physician who has a full, active,
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and unencumbered license under this chapter or chapter 458 to

operate a pain-management clinic.

(k) If the clinic’s registration is revoked, any person
named in the registration documents of the pain-management
clinic, including persons owning or operating the pain-
management clinic, may not, as an individual or as a part of a
group, make application for a permit to operate a pain-
management clinic for 5 years after the date the registration is

revoked upon a finding by the probable cause panel of the

appropriate board, and an opportunity to be heard, that the

persons operating such clinic knew or should have known of

violations causing such revocation.

(2) PHYSICIAN RESPONSIBILITIES.—These responsibilities

apply to any osteopathic physician who provides professional
services 1in a paln-management clinic that is required to be
registered in subsection (1).

(a) An osteopathic physician may not practice medicine in a
pain-management clinic, as described in subsection (4), if=

3+~ The pain-management clinic is not registered with the

department as required by this section.i—ex
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958| Any physician who qualifies to practice medicine in a pain-

959| management clinic pursuant to rules adopted by the Board of

960| Osteopathic Medicine as of July 1, 2012, may continue to

961| practice medicine in a pain-management clinic as long as the
962| physician continues to meet the qualifications set forth in the
963| board rules. An osteopathic physician who violates this

964| paragraph is subject to disciplinary action by his or her

965 appropriate medical regulatory board.

966 (c) An osteopathic physician, an advanced registered nurse

967| practitioner, or a physician assistant must perform an

968 appropriate medical a—physieat examination of a patient on the

969 same day that the physician he—er—she dispenses or prescribes a

970 controlled substance to a patient at a pain-management clinic.
971 If the osteopathic physician prescribes or dispenses more than a
972 72-hour dose of controlled substances for the treatment of

973 chronic nonmalignant pain, the osteopathic physician must

974 document in the patient’s record the reason for which

975| prescribing or dispensing a dosage in excess of a 72-hour dose

976 of controlled substances for the treatment of chronic

nonmalignan ain is within e standard of care feoerpreseribing
977 lig tp th th tandard of £ = bire

978| er—dispensing—that—oguantity.
979 (5) PENALTIES; ENFORCEMENT.-—

980 (f) A licensee or other person who serves as the designated

981| physician of a pain-management clinic as defined in s. 458.3265

982 or s. 459.0137 and registers a pain-management clinic through

983 intentional misrepresentation or fraud or procures or attempts

984 to procure the registration of a pain-management clinic for any

985 other person by making or causing to be made any false or

986 fraudulent representation commits a felony of the third degree,
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987| punishable as provided in s. 775.082, s. 775.083, or s. 775.084.

988 (g) Any person who registers a pain-management clinic

989 through misrepresentation or fraud or who procures or attempts

990 to procure the registration of a pain-management clinic for any

991 other person by making or causing to be made any false or

992 fraudulent representation, commits a felony of the third degree,
993 punishable as provided in s. 775.082, s. 775.083, or s. 775.084.
994 Section 15. Subsection (11) is added to section 459.015,
995 Florida Statutes, to read:

996 459.015 Grounds for disciplinary action; action by the
997| board and department.—
998 (11) Notwithstanding subsection (2), upon finding that an

999| osteopathic physician has prescribed or dispensed, or caused to

1000| be prescribed or dispensed, a controlled substance in a pain-

1001| management clinic in a manner that violates the standard of

1002| practice as set forth in this chapter or rules adopted pursuant

1003 to this chapter, the board shall, at a minimum, suspend the

1004 osteopathic physician’s license for at least 6 months and impose

1005 a fine of at least $10,000 per count. Repeated violations shall

1006 result in increased penalties.

1007 Section 16. Present subsections (3) and (4) of section

1008 465.015, Florida Statutes, are renumbered as subsections (4) and
1009 (5), respectively, and a new subsection (3) is added to that
1010 section, to read:

1011 465.015 Violations and penalties.—

1012 (3) (a) A licensed pharmacist may not knowingly fail to

1013| timely report to the local county sheriff’s office the name of

1014 any person who obtains or attempts to obtain a substance

1015| controlled by s. 893.03 which the licensed pharmacist knows or
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1016 reasonably should have known was obtained or attempted to be

1017 obtained from the pharmacy through any fraudulent method or

1018| representation. A licensed pharmacist who fails to make such a

1019 report within 24 hours after learning of the fraud or attempted

1020 fraud commits a misdemeanor of the first degree, punishable as

1021| provided in s. 775.082 or s. 775.083.

1022 (b) A sufficient report of the fraudulent obtaining of or

1023| attempt to obtain a controlled substance under this subsection

1024| may contain, at a minimum, a copy of the prescription used or

1025| presented and a narrative, including all information available

1026| to the pharmacy regarding:

1027 1. The transaction, such as the name and telephone number

1028 of the prescribing physician;

1029 2. The name, description, and any personal identification

1030 information pertaining to the person presenting the

1031| prescription; and

1032 3. All other material information, such as photographic or

1033 video surveillance of the transaction.
1034

1035| A licensed pharmacist is not subject to disciplinary action for

1036| reporting under this subsection.

1037 Section 17. Subsection (6) is added to section 465.02760,
1038 Florida Statutes, to read:

1039 465.0276 Dispensing practitioner.—

1040 (6) In order to dispense a controlled substance listed in

1041 Schedule II, Schedule III, or Schedule IV in s. 893.03, a

1042| practitioner authorized by law to prescribe a controlled

1043 substance shall register with the Board of Pharmacy as a

1044| dispensing practitioner who dispenses controlled substances and
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1045| pay a fee not to exceed $100. The department shall adopt rules

1046| establishing procedures for renewal of the registration every 4

1047 years.

1048 Section 18. Paragraph (t) of subsection (2) of section
1049 499.01, Florida Statutes, i1s amended to read:

1050 499.01 Permits.—

1051 (2) The following permits are established:

1052 (t) Health care clinic establishment permit.—Effective

1053 January 1, 2009, a health care clinic establishment permit is
1054 required for the purchase of a prescription drug by a place of
1055| business at one general physical location that provides health
1056 care or veterinary services, which is owned and operated by a
1057| business entity that has been issued a federal employer tax
1058 identification number. For the purpose of this paragraph, the
1059| term “qualifying practitioner” means a licensed health care
1060| practitioner defined in s. 456.001, or a veterinarian licensed
1061 under chapter 474, who is authorized under the appropriate
1062| practice act to prescribe and administer a prescription drug.
1063 1. An establishment must provide, as part of the

1064 application required under s. 499.012, designation of a

1065| qualifying practitioner who will be responsible for complying
1066 with all legal and regulatory requirements related to the

1067| purchase, recordkeeping, storage, and handling of the

1068| prescription drugs. In addition, the designated qualifying
1069 practitioner shall be the practitioner whose name, establishment
1070 address, and license number is used on all distribution

1071 documents for prescription drugs purchased or returned by the

1072 health care clinic establishment. Upon initial appointment of a

1073| qualifying practitioner, the qualifying practitioner and the
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health care clinic establishment shall notify the department on
a form furnished by the department within 10 days after such
employment. In addition, the qualifying practitioner and health
care clinic establishment shall notify the department within 10
days after any subsequent change.

2. The health care clinic establishment must employ a
qualifying practitioner at each establishment.

3. In addition to the remedies and penalties provided in
this part, a violation of this chapter by the health care clinic
establishment or qualifying practitioner constitutes grounds for
discipline of the qualifying practitioner by the appropriate
regulatory board.

4. The purchase of prescription drugs by the health care
clinic establishment is prohibited during any period of time
when the establishment does not comply with this paragraph.

5. A health care clinic establishment permit is not a
pharmacy permit or otherwise subject to chapter 465. A health
care clinic establishment that meets the criteria of a modified
Class II institutional pharmacy under s. 465.019 is not eligible
to be permitted under this paragraph.

6. This paragraph does not apply to the purchase of a
prescription drug by a licensed practitioner under his or her

license. A professional corporation or limited liability company

composed of dentists and operating as authorized in s. 466.0285

may pay for prescription drugs obtained by a practitioner

licensed under chapter 466, and the licensed practitioner is

deemed the purchaser and owner of the prescription drugs.

Section 19. Paragraph (a) of subsection (1) of section

766.101, Florida Statutes, is amended to read:
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1103 766.101 Medical review committee, immunity from liability.—
1104 (1) As used in this section:
1105 (2a) The term “medical review committee” or “committee”
1106| means:
1107 l.a. A committee of a hospital or ambulatory surgical

1108 center licensed under chapter 395 or a health maintenance

1109 organization certificated under part I of chapter 641,

1110 b. A committee of a physician-hospital organization, a

1111| provider-sponsored organization, or an integrated delivery

1112 system,

1113 c. A committee of a state or local professional society of
1114 health care providers,

1115 d. A committee of a medical staff of a licensed hospital or
1116| nursing home, provided the medical staff operates pursuant to
1117 written bylaws that have been approved by the governing board of
1118 the hospital or nursing home,

1119 e. A committee of the Department of Corrections or the

1120 Correctional Medical Authority as created under s. 945.602, or
1121 employees, agents, or consultants of either the department or
1122 the authority or both,

1123 f. A committee of a professional service corporation formed
1124 under chapter 621 or a corporation organized under chapter 607
1125 or chapter 617, which is formed and operated for the practice of

1126 medicine as defined in s. 458.305(4) s5+—458-365(3), and which

1127 has at least 25 health care providers who routinely provide
1128 health care services directly to patients,
1129 g. A committee of the Department of Children and Family

1130 Services which includes employees, agents, or consultants to the

1131 department as deemed necessary to provide peer review,
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utilization review, and mortality review of treatment services
provided pursuant to chapters 394, 397, and 916,

h. A committee of a mental health treatment facility
licensed under chapter 394 or a community mental health center
as defined in s. 394.907, provided the quality assurance program
operates pursuant to the guidelines which have been approved by
the governing board of the agency,

i. A committee of a substance abuse treatment and education
prevention program licensed under chapter 397 provided the
quality assurance program operates pursuant to the guidelines
which have been approved by the governing board of the agency,

j. A peer review or utilization review committee organized
under chapter 440,

k. A committee of the Department of Health, a county health
department, healthy start coalition, or certified rural health
network, when reviewing quality of care, or employees of these
entities when reviewing mortality records, or

1. A continuous quality improvement committee of a pharmacy

licensed pursuant to chapter 465,

which committee is formed to evaluate and improve the quality of
health care rendered by providers of health service, to
determine that health services rendered were professionally
indicated or were performed in compliance with the applicable
standard of care, or that the cost of health care rendered was
considered reasonable by the providers of professional health
services in the area; or

2. A committee of an insurer, self-insurer, or joint

underwriting association of medical malpractice insurance, or
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other persons conducting review under s. 766.106.

Section 20. Subsection (3) of section 810.02, Florida
Statutes, 1s amended to read:

810.02 Burglary.—

(3) Burglary is a felony of the second degree, punishable
as provided in s. 775.082, s. 775.083, or s. 775.084, if, in the
course of committing the offense, the offender does not make an
assault or battery and is not and does not become armed with a
dangerous weapon or explosive, and the offender enters or
remains in a:

(a) Dwelling, and there is another person in the dwelling
at the time the offender enters or remains;

(b) Dwelling, and there is not another person in the
dwelling at the time the offender enters or remains;

(c) Structure, and there is another person in the structure
at the time the offender enters or remains;

(d) Conveyance, and there is another person in the
conveyance at the time the offender enters or remains; e¥

(e) Authorized emergency vehicle, as defined in s. 316.003;
or—=

(f) Structure or conveyance when the offense intended to be

committed is theft of a substance controlled by s. 893.03.

Notwithstanding any contrary provisions of law, separate

judgments and sentences for burglary with the intent to commit

theft of a controlled substance under this paragraph and for any

applicable offense for possession of a controlled substance

under s. 893.13, or an offense for trafficking in a controlled

substance under s. 893.135, may be imposed if all such offenses

involve the same amount or amounts of a controlled substance.
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However, if the burglary is committed within a county that is
subject to a state of emergency declared by the Governor under
chapter 252 after the declaration of emergency is made and the
perpetration of the burglary is facilitated by conditions
arising from the emergency, the burglary is a felony of the
first degree, punishable as provided in s. 775.082, s. 775.083,
or s. 775.084. As used in this subsection, the term “conditions
arising from the emergency” means civil unrest, power outages,
curfews, voluntary or mandatory evacuations, or a reduction in
the presence of or response time for first responders or
homeland security personnel. A person arrested for committing a
burglary within a county that is subject to such a state of
emergency may not be released until the person appears before a
committing magistrate at a first appearance hearing. For
purposes of sentencing under chapter 921, a felony offense that
is reclassified under this subsection is ranked one level above
the ranking under s. 921.0022 or s. 921.0023 of the offense
committed.

Section 21. Paragraph (c) of subsection (2) of section
812.014, Florida Statutes, is amended to read:

812.014 Theft.—

(2)

(c) It is grand theft of the third degree and a felony of
the third degree, punishable as provided in s. 775.082, s.
775.083, or s. 775.084, if the property stolen is:

1. Valued at $300 or more, but less than $5,000.

2. Valued at $5,000 or more, but less than $10,000.

3. Valued at $10,000 or more, but less than $20,000.
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4. A will, codicil, or other testamentary instrument.

5. A firearm.

6. A motor vehicle, except as provided in paragraph (a).

7. Any commercially farmed animal, including any animal of
the equine, bovine, or swine class, or other grazing animal, and
including aquaculture species raised at a certified aquaculture
facility. If the property stolen is aquaculture species raised
at a certified aquaculture facility, then a $10,000 fine shall
be imposed.

8. Any fire extinguisher.

9. Any amount of citrus fruit consisting of 2,000 or more
individual pieces of fruit.

10. Taken from a designated construction site identified by
the posting of a sign as provided for in s. 810.09(2) (d).

11. Any stop sign.

12. Anhydrous ammonia.

13. Any amount of a substance controlled by s. 893.03.

Notwithstanding any contrary provisions of law, separate

judgments and sentences for theft of a controlled substance

under this subparagraph, and for any applicable offense for

possession of a controlled substance under s. 893.13, or an

offense for trafficking in a controlled substance under s.

893.135 may be imposed if all such offenses involve the same

amount or amounts of controlled substance.

However, 1f the property is stolen within a county that is
subject to a state of emergency declared by the Governor under
chapter 252, the property is stolen after the declaration of

emergency is made, and the perpetration of the theft is
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1248 facilitated by conditions arising from the emergency, the

1249 offender commits a felony of the second degree, punishable as
1250 provided in s. 775.082, s. 775.083, or s. 775.084, if the

1251 property is valued at $5,000 or more, but less than $10,000, as
1252| provided under subparagraph 2., or if the property is valued at
1253 $10,000 or more, but less than $20,000, as provided under

1254 subparagraph 3. As used in this paragraph, the term “conditions
1255| arising from the emergency” means civil unrest, power outages,
1256| curfews, voluntary or mandatory evacuations, or a reduction in
1257 the presence of or the response time for first responders or
1258 homeland security personnel. For purposes of sentencing under
1259| chapter 921, a felony offense that is reclassified under this
1260| paragraph is ranked one level above the ranking under s.

1261 921.0022 or s. 921.0023 of the offense committed.

1262 Section 22. Section 893.021, Florida Statutes, is created
1263 to read:

1264 893.021 Adulterated drug.—

1265 (1) As used in this chapter, a drug is adulterated if it is

1266 a controlled substance that:

1267 (a) Has been produced, prepared, packed, and marketed for

1268 oral consumption by the manufacturer; and

1269 (b) Has had any change to its integrity or composition for

1270 use by means of inhalation, injection, or any other form of

1271 ingestion not in accordance with the manufacturer’s recommended

1272 use, and such mode of use has not been previously directed and

1273 approved by the prescribing physician.

1274 (2) A physician is not prevented from directing or

1275| prescribing a change to the recognized manufactured

1276 recommendations for use in a patient who presents a medical need
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1277 for such a requirement change of any controlled substance. The

1278| prescribing physician shall clearly indicate any deviation of

1279 the recognized manufacturer’s recommended use of a controlled

1280 substance on the original prescription, and the licensed

1281| pharmacist shall clearly indicate such deviation on the label of

1282 the prescription upon dispensing the controlled substance.

1283 Section 23. Paragraphs (c), (d), and (e) of subsection (1)
1284 of section 893.04, Florida Statutes, are amended to read:

1285 893.04 Pharmacist and practitioner.—

1286 (1) A pharmacist, in good faith and in the course of

1287 professional practice only, may dispense controlled substances
1288| wupon a written or oral prescription of a practitioner, under the
1289 following conditions:

1290 (c) The following information must Fhere—shaltd appear on

1291 the face of the prescription or written record of a thereceffor

1292| <+£he controlled substance the—followinginformation:

1293 1. The full name and address of the person for whom, or the

1294 owner of the animal for which, the controlled substance is

1295 dispensed.

1296 2. The full name and address of the prescribing

1297| practitioner and the practitioner’s federal controlled substance
1298 registry number shall be printed thereon.

1299 3. If the prescription is for an animal, the species of
1300 animal for which the controlled substance is prescribed.

1301 4. The name of the controlled substance prescribed and the
1302 strength, quantity, and directions for use thereof. The

1303 directions for use must specify the authorization by the

1304| physician, any instructions requiring the adulteration of the

1305| dispensed form of the medication, and the medical necessity for
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the adulteration in accordance with s. 893.021.

5. The number of the prescription, as recorded in the
prescription files of the pharmacy in which it is filled.

6. The initials of the pharmacist filling the prescription
and the date filled.

(d) The prescription must shald be retained on file by the
proprietor of the pharmacy in which it is filled for a period of
2 years.

(e) A label bearing the following information must be

affixed to the original container in which a controlled

substance 1is delivered as uper a prescription or authorized

refill +her £ N S - A O PR I, ka1l 1 PN P R
e l CIT T LT ULy & e 0 S\ NEPI S NS S i i € S Sy U N tJ.L\JVL\.AC\.A, CTITI 1T [SR Y = == 1T T [ S & B W wep
bhearina +h Follatrdmer S E oo d oo
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1. The name and address of the pharmacy from which such
controlled substance was dispensed.

2. The date on which the prescription for such controlled
substance was filled.

3. The number of such prescription, as recorded in the
prescription files of the pharmacy in which it is filled.

4. The name of the prescribing practitioner.

5. The name of the patient for whom, or of the owner and
species of the animal for which, the controlled substance is
prescribed.

6. The directions for the use of the controlled substance
prescribed in the prescription.

7. A clear, concise warning that it is a crime to transfer
the controlled substance to any person other than the patient
for whom prescribed.

Section 24. Section 893.055, Florida Statutes, is amended
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1335 to read:
1336 893.055 Prescription drug monitoring program.-—
1337 (1) As used in this section, the term:
1338 (a) “Patient advisory report” or “advisory report” means

1339| information provided by the department in writing, or as

1340 determined by the department, to a prescriber, dispenser,

1341| pharmacy, or patient concerning the dispensing of controlled
1342 substances. All advisory reports are for informational purposes
1343| only and impose no obligations of any nature or any legal duty
1344 on a prescriber, dispenser, pharmacy, or patient. The patient
1345| advisory report shall be provided in accordance with s.

1346 893.13(7) (a)8. The advisory reports issued by the department are
1347 not subject to discovery or introduction into evidence in any
1348 civil or administrative action against a prescriber, dispenser,
1349| pharmacy, or patient arising out of matters that are the subject
1350 of the report; and a person who participates in preparing,

1351 reviewing, issuing, or any other activity related to an advisory
1352 report may not be permitted or required to testify in any such
1353 civil action as to any findings, recommendations, evaluations,
1354 opinions, or other actions taken in connection with preparing,
1355 reviewing, or issuing such a report.

1356 (b) “Controlled substance” means a controlled substance
1357 listed in Schedule II, Schedule III, or Schedule IV in s.

1358 893.03.

1359 (c) “Dispenser” means a pharmacy, dispensing pharmacist, or
1360 dispensing health care practitioner.

1361 (d) “Health care practitioner” or “practitioner” means any

1362| practitioner who is subject to licensure or regulation by the

1363 department under chapter 458, chapter 459, chapter 461, chapter
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462, chapter 464, chapter 465, or chapter 466.

(e) “Health care regulatory board” means any board for a
practitioner or health care practitioner who is licensed or
regulated by the department.

(f) “Pharmacy” means any pharmacy that is subject to
licensure or regulation by the department under chapter 465 and
that dispenses or delivers a controlled substance to an
individual or address in this state.

(g) “Prescriber” means a prescribing physician, prescribing
practitioner, or other prescribing health care practitioner.

(h) “Active investigation” means an investigation that is
being conducted with a reasonable, good faith belief that it
could lead to the filing of administrative, civil, or criminal
proceedings, or that is ongoing and continuing and for which
there is a reasonable, good faith anticipation of securing an
arrest or prosecution in the foreseeable future.

(1) “Law enforcement agency” means the Department of Law
Enforcement, a Florida sheriff’s department, a Florida police
department, or a law enforcement agency of the Federal
Government which enforces the laws of this state or the United
States relating to controlled substances, and which its agents
and officers are empowered by law to conduct criminal
investigations and make arrests.

(J) “Program manager” means an employee of or a person
contracted by the Department of Health who is designated to
ensure the integrity of the prescription drug monitoring program
in accordance with the requirements established in paragraphs
(2) (a) and (b).

(2) (a) By December 1, 2010, the department shall design and
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establish a comprehensive electronic database system that has
controlled substance prescriptions provided to it and that
provides prescription information to a patient’s health care
practitioner and pharmacist who inform the department that they
wish the patient advisory report provided to them. Otherwise,
the patient advisory report will not be sent to the
practitioner, pharmacy, or pharmacist. The system shall be
designed to provide information regarding dispensed
prescriptions of controlled substances and shall not infringe
upon the legitimate prescribing or dispensing of a controlled
substance by a prescriber or dispenser acting in good faith and
in the course of professional practice. The system shall be
consistent with standards of the American Society for Automation
in Pharmacy (ASAP). The electronic system shall also comply with
the Health Insurance Portability and Accountability Act (HIPAA)
as 1t pertains to protected health information (PHI), electronic

protected health information (EPHI), minimum requirements as

established by the department for authentication of a

practitioner who requests information in the prescription drug

monitoring program database and certification of the purpose for

which information is requested, and all other relevant state and

federal privacy and security laws and regulations. The
department shall establish policies and procedures as
appropriate regarding the reporting, accessing the database,
evaluation, management, development, implementation, operation,
storage, and security of information within the system. The
reporting of prescribed controlled substances shall include a
dispensing transaction with a dispenser pursuant to chapter 465

or through a dispensing transaction to an individual or address
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in this state with a pharmacy that is not located in this state
but that is otherwise subject to the jurisdiction of this state
as to that dispensing transaction. The reporting of patient
advisory reports refers only to reports to patients, pharmacies,
and practitioners. Separate reports that contain patient
prescription history information and that are not patient
advisory reports are provided to persons and entities as
authorized in paragraphs (7) (b) and (c) and s. 893.0551.

(b) The department, when the direct support organization
receives at least $20,000 in nonstate moneys or the state
receives at least $20,000 in federal grants for the prescription
drug monitoring program, and in consultation with the Office of
Drug Control, shall adopt rules as necessary concerning the
reporting, accessing the database, evaluation, management,
development, implementation, operation, security, and storage of
information within the system, including rules for when patient
advisory reports are provided to pharmacies and prescribers. The
patient advisory report shall be provided in accordance with s.
893.13(7) (a) 8. The department shall work with the professional
health care licensure boards, such as the Board of Medicine, the
Board of Osteopathic Medicine, and the Board of Pharmacy; other
appropriate organizations, such as the Florida Pharmacy
Association, the Office of Drug Control, the Florida Medical
Association, the Florida Retail Federation, and the Florida
Osteopathic Medical Association, including those relating to
pain management; and the Attorney General, the Department of Law
Enforcement, and the Agency for Health Care Administration to
develop rules appropriate for the prescription drug monitoring

program.
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(c) All dispensers and prescribers subject to these
reporting requirements shall be notified by the department of
the implementation date for such reporting requirements.

(d) The program manager shall work with professional health
care licensure boards and the stakeholders listed in paragraph
(b) to develop rules appropriate for identifying indicators of
controlled substance abuse.

(e) The department shall establish a method to allow

corrections to the database when notified by a health care

practitioner or pharmacist.

(3) The pharmacy dispensing the controlled substance and
each prescriber who directly dispenses a controlled substance
shall submit to the electronic system, by a procedure and in a
format established by the department and consistent with an
ASAP-approved format, the following information for inclusion in
the database:

(a) The name of the prescribing practitioner, the
practitioner’s federal Drug Enforcement Administration
registration number, the practitioner’s National Provider
Identification (NPI) or other appropriate identifier, and the
date of the prescription.

(b) The date the prescription was filled and the method of
payment, such as cash by an individual, insurance coverage
through a third party, or Medicaid payment. This paragraph does
not authorize the department to include individual credit card
numbers or other account numbers in the database.

(c) The full name, address, and date of birth of the person
for whom the prescription was written.

(d) The name, national drug code, quantity, and strength of
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the controlled substance dispensed.

(e) The full name, federal Drug Enforcement Administration
registration number, and address of the pharmacy or other
location from which the controlled substance was dispensed. If
the controlled substance was dispensed by a practitioner other
than a pharmacist, the practitioner’s full name, federal Drug
Enforcement Administration registration number, and address.

(f) The name of the pharmacy or practitioner, other than a
pharmacist, dispensing the controlled substance and the
practitioner’s National Provider Identification (NPI).

(g) Other appropriate identifying information as determined
by department rule.

(h) The number of refills ordered and whether the drug was

dispensed as a refill of a prescription or was a first-time

request.

(4) Each time a controlled substance is dispensed to an
individual, the controlled substance shall be reported to the
department through the system as soon thereafter as possible,
but not more than 7 +5 days after the date the controlled
substance is dispensed unless an extension is approved by the
department for cause as determined by rule. A dispenser must
meet the reporting requirements of this section by providing the
required information concerning each controlled substance that
it dispensed in a department-approved, secure methodology and
format. Such approved formats may include, but are not limited
to, submission via the Internet, on a disc, or by use of regular
mail.

(5) When the following acts of dispensing or administering

occur, the following are exempt from reporting under this
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section for that specific act of dispensing or administration:

(a) A health care practitioner when administering a
controlled substance directly to a patient if the amount of the
controlled substance is adequate to treat the patient during
that particular treatment session.

(b) A pharmacist or health care practitioner when
administering a controlled substance to a patient or resident
receiving care as a patient at a hospital,

nursing home,

ambulatory surgical center, hospice, or intermediate care
facility for the developmentally disabled which is licensed in

this state.
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(c)4e A practitioner when administering a controlled

substance in the emergency room of a licensed hospital.
(d)4e> A health care practitioner when administering or

dispensing a controlled substance to a person under the age of

16 if the amount of the controlled substance is adequate to

treat the patient during that particular treatment session.

CODING: Words strieken are deletions;

(e)+£r A pharmacist or a dispensing practitioner when

dispensing a one-time, 48-hour F2-hewr emergency resupply of a
controlled substance to a patient.

(6) The department may establish when to suspend and when
to resume reporting information during a state-declared or
nationally declared disaster.

(7) (a)

controlled substance must submit the information required by

A practitioner or pharmacist who dispenses a

this section in an electronic or other method in an ASAP format

Page 53 of 79

words underlined are additions.




1538
1539
1540
1541
1542
1543
1544
1545
1546
1547
1548
1549
1550
1551
1552
1553
1554
1555
1556
1557
1558
1559
1560
1561
1562
1563
1564
1565
1566

CS for CS for SB 818 First Engrossed

2011818el

approved by rule of the department unless otherwise provided in
this section. The cost to the dispenser in submitting the
information required by this section may not be material or
extraordinary. Costs not considered to be material or
extraordinary include, but are not limited to, regular postage,
electronic media, regular electronic mail, and facsimile
charges.

(b)1. In order for a pharmacy, prescriber, practitioner, or

dispenser to shaid have access to information in the
prescription drug monitoring program’s database which relates to

a patient of that pharmacy, prescriber, practitioner, or

dispenser, the pharmacy, prescriber, practitioner, or dispenser

shall register with the department by submitting a registering

document provided by the department. The document and validation

of that document shall be determined by the department. Before a

pharmacy, prescriber, practitioner, or dispenser is granted

access to information in the database from the prescription drug

monitoring program, the department shall approve the submitted

document. Upon approval, the department shall grant the

registrant access to the appropriate information in the

prescription drug monitoring program’s database im—a—manner
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2. Other access to the program’s database shall be limited
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to the program’s manager and to the designated program and
support staff, who may act only at the direction of the program
manager or, in the absence of the program manager, as

authorized. Access by the program manager or such designated
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1567 staff is for prescription drug program management only or for
1568| management of the program’s database and its system in support
1569| of the requirements of this section and in furtherance of the
1570| prescription drug monitoring program. Confidential and exempt
1571 information in the database shall be released only as provided

1572 in paragraph (c) and s. 893.0551. The program manager,

1573| designated program and support staff who act at the direction of

1574 or in the absence of the program manager, and any individual who

1575| has similar access regarding the management of the database from

1576| the prescription drug monitoring program shall submit

1577 fingerprints to the department for background screening. The

1578 department shall follow the procedure established by the

1579| Department of Law Enforcement to request a statewide criminal

1580 history record check and to request that the Department of Law

1581 Enforcement forward the fingerprints to the Federal Bureau of

1582 Investigation for a national criminal history record check.
1583 (c) The following entities may shaltt not have be—allewed

1584| direct access to information in the prescription drug monitoring
1585 program database but may request from the program manager and,
1586| when authorized by the program manager, the program manager’s
1587| program and support staff, information that is confidential and
1588| exempt under s. 893.0551. Prior to release, the request shall be
1589| wverified as authentic and authorized with the requesting

1590 organization by the program manager, the program manager’s

1591| program and support staff, or as determined in rules by the

1592 department as being authentic and as having been authorized by
1593 the requesting entity:

1594 1. The department or its relevant health care regulatory

1595| Dboards responsible for the licensure, regulation, or discipline
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of practitioners, pharmacists, or other persons who are
authorized to prescribe, administer, or dispense controlled
substances and who are involved in a specific controlled
substance investigation involving a designated person for one or
more prescribed controlled substances.

2. The Attorney General for Medicaid fraud cases or

Medicaid investigations involving prescribed controlled

substances.

3. A law enforcement agency during active investigations
regarding potential criminal activity, fraud, or theft regarding
prescribed controlled substances.

4. A patient or the legal guardian or designated health
care surrogate of an incapacitated patient as described in s.
893.0551 who, for the purpose of verifying the accuracy of the
database information, submits a written and notarized request
that includes the patient’s full name, address, and date of
birth, and includes the same information if the legal guardian

or health care surrogate submits the request. The patient’s

phone number, current address, and a copy of a government-issued

photo identification must be provided in person to the program

manager along with the notarized request. The request shall be

validated by the department to verify the identity of the
patient and the legal guardian or health care surrogate, if the
patient’s legal guardian or health care surrogate is the
requestor. Such verification is also required for any request to
change a patient’s prescription history or other information
related to his or her information in the electronic database.

5. The Agency for Health Care Administration for Medicaid

fraud cases or Medicaid investigations involving prescribed
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controlled substances.

Information in the database for the electronic prescription drug
monitoring system is not discoverable or admissible in any civil
or administrative action, except in an investigation and
disciplinary proceeding by the department or the appropriate
regulatory board.

(d) The following entities may shald not have be—alitowed
direct access to information in the prescription drug monitoring
program database but may request from the program manager and,
when authorized by the program manager, the program manager’s
program and support staff, information that contains no
identifying information of any patient, physician, health care
practitioner, prescriber, or dispenser and that is not
confidential and exempt:

1. Department staff for the purpose of calculating
performance measures pursuant to subsection (8).

2. The Program Implementation and Oversight Task Force for
its reporting to the Governor, the President of the Senate, and
the Speaker of the House of Representatives regarding the
prescription drug monitoring program. This subparagraph expires
July 1, 2012.

(e) All transmissions of data required by this section must
comply with relevant state and federal privacy and security laws
and regulations. However, any authorized agency or person under
S. 893.0551 receiving such information as allowed by s. 893.0551
may maintain the information received for up to 24 months before
purging it from his or her records or maintain it for longer

than 24 months if the information is pertinent to ongoing health
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care or an active law enforcement investigation or prosecution.

(f) The program manager, upon determining a pattern
consistent with the rules established under paragraph (2) (d) and
having cause to believe a violation of s. 893.13(7) (a)8.,

(8) (a), or (8) (b) has occurred, may provide relevant information
to the applicable law enforcement agency.

(8) To assist in fulfilling program responsibilities,
performance measures shall be reported annually to the Governor,
the President of the Senate, and the Speaker of the House of
Representatives by the department each December 1, beginning in
2011. Data that does not contain patient, physician, health care
practitioner, prescriber, or dispenser identifying information
may be requested during the year by department employees so that
the department may undertake public health care and safety
initiatives that take advantage of observed trends. Performance
measures may include, but are not limited to, efforts to achieve
the following outcomes:

(a) Reduction of the rate of inappropriate use of
prescription drugs through department education and safety
efforts.

(b) Reduction of the quantity of pharmaceutical controlled
substances obtained by individuals attempting to engage in fraud
and deceit.

(c) Increased coordination among partners participating in
the prescription drug monitoring program.

(d) Involvement of stakeholders in achieving improved
patient health care and safety and reduction of prescription
drug abuse and prescription drug diversion.

(9) Any person who willfully and knowingly fails to report
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1683 the dispensing of a controlled substance as required by this
1684 section commits a misdemeanor of the first degree, punishable as
1685| provided in s. 775.082 or s. 775.083.

1686 (10) Att—eestsineurred by the department—Frn administering
1687 i i i i
1688

1689 state——The department may not—comms
1690
1691
1692

1693| and state government shall cooperate with the direct-support

1694 organization established pursuant to subsection (11) in seeking
1695 federal grant funds, other nonstate grant funds, gifts,

1696| donations, or other private moneys for the department so long as
1697 the costs of doing so are not considered material. Nonmaterial
1698 costs for this purpose include, but are not limited to, the

1699| costs of mailing and personnel assigned to research or apply for
1700 a grant. Notwithstanding the exemptions to competitive-

1701 solicitation requirements under s. 287.057(3) (f), the department
1702 shall comply with the competitive-solicitation requirements

1703| wunder s. 287.057 for the procurement of any goods or services
1704 required by this section.

1705 (11) The Office of Drug Control, in coordination with the
1706| department, may establish a direct-support organization that has
1707 a board consisting of at least five members to provide

1708 assistance, funding, and promotional support for the activities
1709| authorized for the prescription drug monitoring program.

1710 (a) As used in this subsection, the term “direct-support

1711 organization” means an organization that is:
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1. A Florida corporation not for profit incorporated under
chapter 617, exempted from filing fees, and approved by the
Department of State.

2. Organized and operated to conduct programs and
activities; raise funds; request and receive grants, gifts, and
bequests of money; acquire, receive, hold, and invest, in its
own name, securities, funds, objects of value, or other
property, either real or personal; and make expenditures or
provide funding to or for the direct or indirect benefit of the
department in the furtherance of the prescription drug
monitoring program.

(b) The direct-support organization is not considered a
lobbying firm within the meaning of s. 11.045.

(c) The director of the Office of Drug Control shall
appoint a board of directors for the direct-support
organization. The director may designate employees of the Office
of Drug Control, state employees other than state employees from
the department, and any other nonstate employees as appropriate,
to serve on the board. Members of the board shall serve at the
pleasure of the director of the Office of Drug Control. The
director shall provide guidance to members of the board to
ensure that moneys received by the direct-support organization
are not received from inappropriate sources. Inappropriate
sources include, but are not limited to, donors, grantors,
persons, or organizations that may monetarily or substantively
benefit from the purchase of goods or services by the department
in furtherance of the prescription drug monitoring program.

(d) The direct-support organization shall operate under

written contract with the Office of Drug Control. The contract
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must, at a minimum, provide for:

1. Approval of the articles of incorporation and bylaws of
the direct-support organization by the Office of Drug Control.

2. Submission of an annual budget for the approval of the
Office of Drug Control.

3. Certification by the Office of Drug Control in
consultation with the department that the direct-support
organization is complying with the terms of the contract in a
manner consistent with and in furtherance of the goals and
purposes of the prescription drug monitoring program and in the
best interests of the state. Such certification must be made
annually and reported in the official minutes of a meeting of
the direct-support organization.

4. The reversion, without penalty, to the Office of Drug
Control, or to the state if the Office of Drug Control ceases to
exist, of all moneys and property held in trust by the direct-
support organization for the benefit of the prescription drug
monitoring program if the direct-support organization ceases to
exist or if the contract is terminated.

5. The fiscal year of the direct-support organization,
which must begin July 1 of each year and end June 30 of the
following year.

6. The disclosure of the material provisions of the
contract to donors of gifts, contributions, or bequests,
including such disclosure on all promotional and fundraising
publications, and an explanation to such donors of the
distinction between the Office of Drug Control and the direct-
support organization.

7. The direct-support organization’s collecting, expending,
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and providing of funds to the department for the development,
implementation, and operation of the prescription drug
monitoring program as described in this section and s. 2,
chapter 2009-198, Laws of Florida, as long as the task force is
authorized. The direct-support organization may collect and
expend funds to be used for the functions of the direct-support
organization’s board of directors, as necessary and approved by
the director of the Office of Drug Control. In addition, the
direct-support organization may collect and provide funding to
the department in furtherance of the prescription drug
monitoring program by:

a. Establishing and administering the prescription drug
monitoring program’s electronic database, including hardware and
software.

b. Conducting studies on the efficiency and effectiveness
of the program to include feasibility studies as described in
subsection (13).

c. Providing funds for future enhancements of the program
within the intent of this section.

d. Providing user training of the prescription drug
monitoring program, including distribution of materials to
promote public awareness and education and conducting workshops
or other meetings, for health care practitioners, pharmacists,
and others as appropriate.

e. Providing funds for travel expenses.

f. Providing funds for administrative costs, including
personnel, audits, facilities, and equipment.

g. Fulfilling all other requirements necessary to implement

and operate the program as outlined in this section.
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(e) The activities of the direct-support organization must
be consistent with the goals and mission of the Office of Drug
Control, as determined by the office in consultation with the
department, and in the best interests of the state. The direct-
support organization must obtain a written approval from the
director of the Office of Drug Control for any activities in
support of the prescription drug monitoring program before
undertaking those activities.

(f) The Office of Drug Control, in consultation with the
department, may permit, without charge, appropriate use of
administrative services, property, and facilities of the Office
of Drug Control and the department by the direct-support
organization, subject to this section. The use must be directly
in keeping with the approved purposes of the direct-support
organization and may not be made at times or places that would
unreasonably interfere with opportunities for the public to use
such facilities for established purposes. Any moneys received
from rentals of facilities and properties managed by the Office
of Drug Control and the department may be held by the Office of
Drug Control or in a separate depository account in the name of
the direct-support organization and subject to the provisions of
the letter of agreement with the Office of Drug Control. The
letter of agreement must provide that any funds held in the
separate depository account in the name of the direct-support
organization must revert to the Office of Drug Control if the
direct-support organization is no longer approved by the Office
of Drug Control to operate in the best interests of the state.

(g) The Office of Drug Control, in consultation with the

department, may adopt rules under s. 120.54 to govern the use of
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administrative services, property, or facilities of the
department or office by the direct-support organization.

(h) The Office of Drug Control may not permit the use of
any administrative services, property, or facilities of the
state by a direct-support organization if that organization does
not provide equal membership and employment opportunities to all
persons regardless of race, color, religion, gender, age, oOr
national origin.

(1) The direct-support organization shall provide for an
independent annual financial audit in accordance with s.
215.981. Copies of the audit shall be provided to the Office of
Drug Control and the Office of Policy and Budget in the
Executive Office of the Governor.

(j) The direct-support organization may not exercise any
power under s. 617.0302(12) or (16).

(12) A prescriber or dispenser may have access to the
information under this section which relates to a patient of
that prescriber or dispenser as needed for the purpose of
reviewing the patient’s controlled drug prescription history. A
prescriber or dispenser acting in good faith is immune from any
civil, criminal, or administrative liability that might
otherwise be incurred or imposed for receiving or using
information from the prescription drug monitoring program. This
subsection does not create a private cause of action, and a
person may not recover damages against a prescriber or dispenser
authorized to access information under this subsection for
accessing or failing to access such information.

(13) To the extent that funding is provided for such

purpose through federal or private grants or gifts and other
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1857 types of available moneys, the department, in collaboration with
1858 the Office of Drug Control, shall study the feasibility of

1859| enhancing the prescription drug monitoring program for the

1860| purposes of public health initiatives and statistical reporting
1861 that respects the privacy of the patient, the prescriber, and
1862 the dispenser. Such a study shall be conducted in order to

1863 further improve the quality of health care services and safety
1864| by improving the prescribing and dispensing practices for

1865| prescription drugs, taking advantage of advances in technology,
1866| reducing duplicative prescriptions and the overprescribing of
1867| prescription drugs, and reducing drug abuse. The requirements of
1868 the National All Schedules Prescription Electronic Reporting
1869 (NASPER) Act are authorized in order to apply for federal NASPER
1870 funding. In addition, the direct-support organization shall

1871| provide funding for the department, in collaboration with the
1872| Office of Drug Control, to conduct training for health care

1873| practitioners and other appropriate persons in using the

1874 monitoring program to support the program enhancements.

1875 (14) A pharmacist, pharmacy, or dispensing health care

1876| practitioner or his or her agent, before releasing a controlled
1877 substance to any person not known to such dispenser, shall

1878 require the person purchasing, receiving, or otherwise acquiring
1879| the controlled substance to present valid photographic

1880 identification or other verification of his or her identity to
1881 the dispenser. If the person does not have proper

1882 identification, the dispenser may verify the validity of the
1883| prescription and the identity of the patient with the prescriber

1884 or his or her authorized agent. Verification of health plan

1885 eligibility through a real-time inquiry or adjudication system
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will be considered to be proper identification. This subsection
does not apply in an institutional setting or to a long-term
care facility, including, but not limited to, an assisted living
facility or a hospital to which patients are admitted. As used
in this subsection, the term “proper identification” means an
identification that is issued by a state or the Federal
Government containing the person’s photograph, printed name, and
signature or a document considered acceptable under 8 C.F.R. s.
274a.2 (b) (1) (v) (A) and (B).

(15) The Agency for Health Care Administration shall
continue the promotion of electronic prescribing by health care
practitioners, health care facilities, and pharmacies under s.
408.0611.

(16) By October 1, 2010, the department shall adopt rules
pursuant to ss. 120.536(1) and 120.54 to administer the
provisions of this section, which shall include as necessary the
reporting, accessing, evaluation, management, development,
implementation, operation, and storage of information within the
monitoring program’s system.

(17) After the prescription drug monitoring program’s

database has been operational for 12 months, the State Surgeon

General shall enter into reciprocal agreements for the sharing

of prescription drug monitoring information with any other state

that has a compatible prescription drug monitoring program. If

the State Surgeon General evaluates the prescription drug

monitoring program of another state as authorized in this

subsection, priority shall be given to a state that is

contiguous with the borders of this state.

(a) In determining compatibility, the State Surgeon General
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shall consider:

1. The essential purposes of the program and the success of

the program in fulfilling those purposes.

2. The safeguards for privacy of patient records and the

success of the program in protecting patient privacy.

3. The persons authorized to view the data collected by the

program. Comparable organizations and professions for

practitioners in other states, law enforcement agencies, the

Attorney General’s Medicaid Fraud Unit, medical regulatory

boards, and, as needed, management staff who have similar duties

as management staff who work with the prescription drug

monitoring program as authorized in s. 893.0551 are authorized

access upon approval by the State Surgeon General.

4. The schedules of the controlled substances that are

monitored.

5. The data required to be submitted for each prescription.

6. Any implementing criteria deemed essential for a

thorough comparison.

(b) The State Surgeon General shall annually review any

agreement to determine its continued compatibility with the

prescription drug monitoring program in this state.

(c) Any agreement between the State Surgeon General and

another state shall prohibit the sharing of information

concerning a resident of this state or a practitioner,

pharmacist, or other prescriber for any purpose that is not

otherwise authorized by this section or s. 893.0551.

Section 25. The sum of $1.75 million is appropriated from

the General Revenue Fund to the Department of Health for the

purpose of paying salaries and other administrative expenses
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1944 necessary to carry out the implementation of the prescription

1945 drug monitoring program.

1946 Section 26. Paragraph (a) of subsection (3) of section

1947 893.0551, Florida Statutes, 1s amended, present subsections (4),
1948 (5), (6), and (7) of that section are redesignated as

1949 subsections (5), (6), (7), and (8), respectively, and a new

1950 subsection (4) is added to that section, to read:

1951 893.0551 Public records exemption for the prescription drug
1952| monitoring program.—

1953 (3) The department shall disclose such confidential and
1954| exempt information to the following entities after using a

1955| wverification process to ensure the legitimacy of that person’s
1956| or entity’s request for the information:

1957 (a) The Attorney General and his or her designee when

1958| working on Medicaid fraud cases and Medicaid investigations

1959 involving prescribed controlled substances preseription—drugs or

1960| when the Attorney General has initiated a review of specific

1961 identifiers of Medicaid fraud or specific identifiers that

1962| warrant a Medicaid investigation regarding prescribed controlled

1963 substances preseriptieon—drugs. The Attorney General or his or
1964 her designee may disclose the confidential and exempt

1965 information received from the department to a criminal justice
1966| agency as defined in s. 119.011 as part of an active

1967 investigation that is specific to a violation of prescription
1968| drug abuse or prescription drug diversion law as it relates to
1969 controlled substances. The Attorney General’s Medicaid fraud

1970 investigators and Medicaid investigators may not have direct

1971 access to the department’s database.

1972 (4) The department may disclose confidential and exempt
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1973 information contained in records held by the department under s.

1974 893.055 if the State Surgeon General has entered into a

1975| reciprocal agreement for the sharing of prescription drug

1976| monitoring information with any other state that has a

1977 compatible prescription drug monitoring program.

1978 (a) The reciprocal agreement may allow the following

1979| persons from another state to receive information from the

1980 prescription drug monitoring program if approved by the State

1981 Surgeon General:

1982 1. A designated representative of a state professional

1983| licensing, certification, or regulatory agency charged with

1984 oversight of those persons authorized to prescribe or dispense

1985 controlled substances for the purpose of a bona fide, specific

1986 investigation of a prescription of a controlled substance which

1987 involves a designated person. As required in s. 893.055, this

1988 authorization does not preclude the requirement for the program

1989| manager to review the request for information and validate 1it.

1990 2. A health care practitioner or pharmacist licensed in the

1991 state from which the request originates. Such health care

1992| practitioner or pharmacist shall certify that the requested

1993 information is for the purpose of providing medical or

1994| pharmaceutical treatment to a bona fide, current patient. The

1995| health care practitioner or pharmacist shall follow all the

1996| procedures required in s. 893.055 and rules established by the

1997 department for a health care practitioner or pharmacist to

1998 request information from the database.

1999 3. A law enforcement officer from another state:

2000 a. Who is a member of a sheriff’s department or a police

2001 department;
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b. Who is authorized by law to conduct criminal

investigations and make arrests;

c. Whose duty it is to enforce the laws of his or her state

relating to controlled substances; and

d. Who is engaged in a bona fide specific, active

investigation involving a designated person regarding

prescriptions for controlled substances.

As required in s. 893.055, this authorization does not preclude

the requirement for the program manager to review the request

for information and validate it. This authorization also does

not preclude the ability to provide a report to a law

enforcement agency in another state under s. 893.055(7) or this

subsection.

(b) Any agreement between the State Surgeon General and

another state shall prohibit the sharing of information

concerning a resident of this state, a patient whose information

is in the program’s database, or a practitioner, pharmacy,

pharmacist, health care practitioner, or other prescriber for

any purpose that is not otherwise authorized by this section or

s. 893.055, and the information must be provided according to

the State Surgeon General’s determination of compatibility as

described in s. 893.055(17).

Section 27. Subsections (1), (4), and (5) of section
893.07, Florida Statutes, are amended, and subsection (6) is
added to that section, to read:

893.07 Records.—

(1) Notwithstanding any other provision of law and in

consonance with the authority of State v. Carter, 23 So. 3d 798
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(Fla. 1st DCA 2009) and State v. Tamulonis, 39 So. 3d 524 (Fla.

2d DCA 2010), every person who engages in the manufacture,

compounding, mixing, cultivating, growing, or by any other
process producing or preparing, or in the dispensing,
importation, or, as a wholesaler, distribution, of controlled
substances shall:

(a) On January 1, 1974, or as soon thereafter as any person
first engages in such activity, and every second year
thereafter, make a complete and accurate record of all stocks of
controlled substances on hand. The inventory may be prepared on
the regular physical inventory date which is nearest to, and
does not vary by more than 6 months from, the biennial date that
would otherwise apply. As additional substances are designated
for control under this chapter, they shall be inventoried as
provided for in this subsection.

(b) On and after January 1, 1974, maintain, on a current
basis, a complete and accurate record of each substance
manufactured, received, sold, delivered, or otherwise disposed
of by him or her, except that this subsection shall not require

the maintenance of a perpetual inventory.

Compliance with the provisions of federal law pertaining to the
keeping of records of controlled substances shall be deemed a
compliance with the requirements of this subsection.

(4) Every inventory or record required by this chapter,
including prescription records, shall be maintained:

(a) Separately from all other records of the registrant, or

(b) Alternatively, in the case of Schedule III, IV, or V

controlled substances, in such form that information required by
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this chapter is readily retrievable from the ordinary business

records of the registrant.

In either case, such records described in this subsection shall

be kept and made available for a period of at least 2 years for
inspection and copying by law enforcement officers whose duty it
is to enforce the laws of this state relating to controlled

substances. This subsection does not require a law enforcement

officer to obtain a subpoena, court order, or search warrant in

order to obtain access to or copies of such records.

(5) Each person shall maintain a record that contains whieh

halt—econtain a detailed list of controlled substances lost,

[0)]

destroyed, or stolen, if any; the kind and quantity of such
controlled substances; and the date of the discovering of such

loss, destruction, or theft. If a person discovers the theft or

significant loss of a controlled substance, such person shall

report the theft or significant loss to a local county sheriff’s

office within 48 hours after the discovery of such theft or

loss. A person who fails to report the theft or significant loss

of a controlled substance under this subsection commits a

misdemeanor of the second degree, punishable as provided in s.

775.082 or s. 775.083. However, a person who fails to report the

theft or significant loss of a Schedule II controlled substance

commits a misdemeanor of the first degree, punishable as
provided in s. 775.082 or s. 775.083.

(6) The Legislature finds that the opinions rendered in

State v. Carter, 23 So. 3d 798 (Fla. 1lst DCA 2009), and State v.

Tamulonis, 39 So. 3d 524 (Fla. 2d DCA 2010), correctly construe

this Legislature’s intent that the inspection powers previously
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conferred upon law enforcement officers which allow such

officers to access and review pharmacy records concerning

controlled substances are to be exercised properly by such law

enforcement officers without the requirement of a subpoena or

search warrant being sought or issued to examine and copy such

records, and without the requirement that those persons to whom

particular pharmacy records refer be given notice of the

records’ examination and copying under this section.

Section 28. Subsections (7) and (8) of section 893.13,
Florida Statutes, are amended to read:

893.13 Prohibited acts; penalties.—

(7) (a) A F—3Fs—untawful—Ffer—any person may not:

1. Fo Distribute or dispense a controlled substance in
violation of this chapter.

2. o Refuse or fail to make, keep, or furnish any record,
notification, order form, statement, invoice, or information
required under this chapter.

3. Feo Refuse an entry into any premises for any inspection
or e refuse to allow any inspection authorized by this chapter.

4. To Distribute a controlled substance named or described
in s. 893.03(1) or (2) except pursuant to an order form as
required by s. 893.06.

5. Feo Keep or maintain any store, shop, warehouse,
dwelling, building, vehicle, boat, aircraft, or other structure
or place which is resorted to by persons using controlled
substances in violation of this chapter for the purpose of using
these substances, or which is used for keeping or selling them
in violation of this chapter.

6. Fe Use to his or her own personal advantage, or £e
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reveal, any information obtained in enforcement of this chapter
except in a prosecution or administrative hearing for a
violation of this chapter.

7. Fo Possess a prescription form which has not been
completed and signed by the practitioner whose name appears
printed thereon, unless the person is that practitioner, is an
agent or employee of that practitioner, is a pharmacist, or is a
supplier of prescription forms who is authorized by that
practitioner to possess those forms.

8. To Withhold information from a practitioner from whom
the person seeks to obtain a controlled substance or a
prescription for a controlled substance that the person making
the request has received a controlled substance or a
prescription for a controlled substance of like therapeutic use
from another practitioner within the previous 30 days.

9. Te Acquire or obtain, or attempt to acquire or obtain,
possession of a controlled substance by misrepresentation,
fraud, forgery, deception, or subterfuge.

10. e Affix any false or forged label to a package or
receptacle containing a controlled substance.

11. ®e Furnish false or fraudulent material information in,
or omit any material information from, any report or other
document required to be kept or filed under this chapter or any
record required to be kept by this chapter.

12. Po Store anhydrous ammonia in a container that is not
approved by the United States Department of Transportation to
hold anhydrous ammonia or is not constructed in accordance with
sound engineering, agricultural, or commercial practices.

13. With the intent to obtain a controlled substance or
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combination of controlled substances that are not medically

necessary for the person or an amount of a controlled substance

or substances that are not medically necessary for the person,

obtain or attempt to obtain from a practitioner a controlled

substance or a prescription for a controlled substance by

misrepresentation, fraud, forgery, deception, subterfuge, or

concealment of a material fact. For purposes of this

subparagraph, a material fact includes whether the person has an

existing prescription for a controlled substance issued for the

same period of time by another practitioner or as described in

subparagraph 8.

(b) A health care practitioner, with the intent to provide

a controlled substance or combination of controlled substances

that are not medically necessary to his or her patient or an

amount of controlled substances that are not medically necessary

for his or her patient, may not provide a controlled substance

or a prescription for a controlled substance by

misrepresentation, fraud, forgery, deception, subterfuge, or

concealment of a material fact. For purposes of this paragraph,

a material fact includes whether the patient has an existing

prescription for a controlled substance issued for the same

period of time by another practitioner or as described in

subparagraph (a)8.

(c) Any person who adulterates a controlled substance for

directed off-label use without authorization by a prescribing

physician violates the provisions of subparagraph (a)l. and

causes the issuance of the entire prescription for the

controlled substance to become invalid. A law enforcement

officer in the performance of his or her official duties may
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seize the adulterated or off-label prescribed controlled

substance as evidence. The controlled substance may be returned

to the owner only with a notarized affidavit from the original

prescribing practitioner who has knowledge and gave

authorization and explicit directions for the adulteration or

off-label use of the controlled substance.

(d)+k¥» Any person who violates the provisions of
subparagraphs (a)l.-7. commits a misdemeanor of the first
degree, punishable as provided in s. 775.082 or s. 775.083;
except that, upon a second or subsequent violation, the person
commits a felony of the third degree, punishable as provided in
s. 775.082, s. 775.083, or s. 775.084.

(e)He> Any person who violates the provisions of
subparagraphs (a)8.-12. commits a felony of the third degree,
punishable as provided in s. 775.082, s. 775.083, or s. 775.084.

(f) A person or health care practitioner who violates the

provisions of paragraph (b) or subparagraph (a)l3. commits a

felony of the third degree, punishable as provided in s.
775.082, s. 775.083, or s. 775.084, if any controlled substance
that is the subject of the offense is listed in Schedule IT,
Schedule III, or Schedule IV.

(8) (a) Notwithstanding subsection (9), a prescribing
practitioner may not:

1. Knowingly assist a patient, other person, or the owner
of an animal in obtaining a controlled substance through
deceptive, untrue, or fraudulent representations in or related
to the practice of the prescribing practitioner’s professional
practice;

2. Employ a trick or scheme in the practice of the
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prescribing practitioner’s professional practice to assist a
patient, other person, or the owner of an animal in obtaining a
controlled substance;

3. Knowingly write a prescription for a controlled
substance for a fictitious person; er

4. Write a prescription for a controlled substance for a
patient, other person, or an animal if the sole purpose of
writing such prescription is to provide a monetary benefit to,
or obtain a monetary benefit for, the prescribing practitioner;
or—=

5. Write a prescription for a controlled substance for a

patient, other person, or an animal and authorize or direct the

adulteration of the dispensed form of the controlled substance

for the purpose of ingestion by means of inhalation, injection,

or any other means not medically necessary for the treatment of

the patient.

(b) If the prescribing practitioner wrote a prescription or
multiple prescriptions for a controlled substance for the
patient, other person, or animal for which there was no medical
necessity, or which was in excess of what was medically
necessary to treat the patient, other person, or animal, that
fact does not give rise to any presumption that the prescribing
practitioner violated subparagraph (a)l., but may be considered
with other competent evidence in determining whether the
prescribing practitioner knowingly assisted a patient, other
person, or the owner of an animal to obtain a controlled
substance in violation of subparagraph (a)l.

(c) A person who violates paragraph (a) commits a felony of

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

(d) Notwithstanding paragraph (c), if a prescribing
practitioner has violated paragraph (a) and received $1,000 or
more in payment for writing one or more prescriptions or, in the
case of a prescription written for a controlled substance
described in s. 893.135, has written one or more prescriptions
for a quantity of a controlled substance which, individually or
in the aggregate, meets the threshold for the offense of
trafficking in a controlled substance under s. 893.15, the
violation is reclassified as a felony of the second degree and
ranked in level 4 of the Criminal Punishment Code.

Section 29. Present subsections (3) through (10) of section
893.138, Florida Statutes, are redesignated as subsections (4)
through (11), respectively, and a new subsection (3) is added to
that section, to read:

893.138 Local administrative action to abate drug-related,
prostitution-related, or stolen-property-related public
nuisances and criminal gang activity.—

(3) Any pain-management clinic, as described in s. 458.3265

or s. 459.0137, which has been used on more than two occasions

within a 6-month period as the site of a violation of:
(a) Section 784.011, s. 784.021, s. 784.03, or s. 784.045,

relating to assault and battery;

(b) Section 810.02, relating to burglary;
(c) Section 812.014, relating to dealing in theft;
(d) Section 812.131, relating to robbery by sudden

snatching; or

(e) Section 893.13, relating to the unlawful distribution

of controlled substances,
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2263

2264| may be declared to be a public nuisance, and such nuisance may

2265| be abated pursuant to the procedures provided in this section.

2266 Section 30. Subsection (9) is added to section 465.025,
2267 Florida Statutes, to read:

2268 465.025 Substitution of drugs.—

2269 (9) The board shall establish by rule a list of opioid

2270 drugs that incorporate tamper-resistant technology. Inclusion of

2271 a drug on the list does not require that the drug bear a

2272 labeling claim with respect to reduction of tampering, abuse, or

2273| abuse potential at the time of listing. The board shall make a

2274 determination whether to include a drug on the list based on a

2275 submission of evidence by the drug manufacturer or distributor

22776 that the drug:

2277 (a) Incorporates a tamper-resistance technology; and

2278 (b) Has been approved by the United States Food and Drug

2279 Administration pursuant to an application that includes at least

2280 one study on human tampering or abuse potential or a laboratory

2281 study comparing the tamper-resistant or abuse-resistant

2282| properties of the drug to one or more opioid drugs that have

2283| been approved by the United States Food and Drug Administration

2284 and serve as a positive control.
2285

2286| Notwithstanding subsection (2), a pharmacist may not substitute

2287 an opioid analgesic drug, either the brand name drug or generic

2288 drug, for an opioid analgesic drug incorporating a tamper-

2289 resistance technology which was originally prescribed and is

2290 listed by the board pursuant to this subsection.
2291 Section 31. This act shall take effect October 1, 2011.
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