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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” for purposes of the
Health Care Clinic Act; amending s. 456.037, F.S.;
conforming provisions to changes made by the act;
amending s. 456.057, F.S.; authorizing the Department
of Health to obtain patient records pursuant to a
subpoena and without notification to the patient from
a controlled-substance medical clinic under certain
circumstances; amending s. 458.3265, F.S.; renaming
pain-management clinics as “controlled-substance
medical clinics”; prohibiting controlled-substance
medical clinics from advertising services related to
the dispensing of medication; revising the criteria
requiring registration with the department as a
controlled-substance medical clinic; conforming
provisions to changes made by the act; revising the
circumstances in which the department may revoke the
certificate of registration for a controlled-substance
medical clinic; providing an exception for revoking
and suspending a certificate of registration for a
controlled-substance medical clinic; revising the
responsibilities of a physician who provides
professional services in a controlled-substance
medical clinic; deleting the requirement that the
Board of Medicine adopt a rule establishing the
maximum number of prescriptions that can be written

for certain controlled substances within a specified

Page 1 of 58

words underlined are additions.



30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58

CODING: Words striekern are deletions;

Florida Senate - 2011 CS for SB 1386

588-03249-11 20111386cl

time; revising the rules setting forth the standards
of practice that the board is required to adopt;
deleting the provision that describes when a physician
is primarily engaged in the treatment of pain;
amending s. 458.327, F.S.; conforming provisions to
changes made by the act; amending s. 458.331, F.S.;
conforming provisions to changes made by the act;
revising the acts that constitute grounds for
disciplinary action for a licensee who serves as a
designated physician of a controlled-substance medical
clinic; amending s. 459.0137, F.S.; renaming pain-
management clinics as “controlled-substance medical
clinics”; prohibiting controlled-substance medical
clinics from advertising services related to the
dispensing of medication; revising the criteria
requiring registration with the department as a
controlled-substance medical clinic; conforming
provisions to changes made by the act; revising the
circumstances in which the department may revoke the
certificate of registration for a controlled-substance
medical clinic; providing an exception for revoking
and suspending a certificate of registration for a
controlled-substance medical clinic; revising the
responsibilities of an osteopathic physician who
provides professional services in a controlled-
substance medical clinic; deleting the requirement
that the Board of Osteopathic Medicine adopt a rule
establishing the maximum number of prescriptions that

can be written for certain controlled substances
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within a specified time; revising the rules setting
forth the standards of practice that the board is
required to adopt; deleting the provision that
describes when an osteopathic physician is primarily
engaged in the treatment of pain; amending s. 459.015,
F.S.; conforming provisions to changes made by the
act; revising the acts that constitute grounds for
disciplinary action for a licensee who serves as a
designated osteopathic physician of a controlled-
substance medical clinic; amending s. 465.0276, F.S.;
deleting the provision that prohibits a dispensing
practitioner from dispensing a specified amount of a
controlled substance under certain circumstances;
amending s. 893.055, F.S.; redefining the term
“patient advisory report” as it relates to the
prescription drug monitoring program; revising the
date by which the department is required to establish
a comprehensive electronic database system; revising
the responsibilities of the dispenser and the
prescriber with regard to the electronic database
system; revising the circumstances in which the
department is required to adopt rules regarding
reporting, accessing the database, evaluation,
management, development, implementation, operation,
security, and storage of information within the
electronic database system; deleting the Office of
Drug Control as one of the organizations that the
department is required to work with in developing

rules for the prescription drug monitoring program;
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88 requiring that a dispensed controlled substance be
89 reported to the department within a specified number
90 of hours; authorizing law enforcement agencies to
91 request certain confidential and exempt information
92 from the electronic database system upon determination
93 that probable cause exists that a crime is being
94 committed and issuance of a search warrant; providing
95 that all costs incurred by the department in
96 administering the prescription drug monitoring program
97 be funded through federal grants, dispensing
98 registration fees, or private funding applied for or
99 received by the state; requiring the department rather
100 than the Office of Drug Control to establish a direct-
101 support organization; requiring the State Surgeon
102 General to appoint the board of directors for the
103 direct-support organization; requiring the direct-
104 support organization to operate under written contract
105 with the department; revising requirements for the
106 contract; requiring the activities of the direct-
107 support organization to be consistent with the goals
108 and mission of the department; authorizing the
109 department to permit use of certain services,
110 property, and facilities of the department by the
111 direct-support organization; prohibiting the
112 department from permitting the use of any
113 administrative services, property, or facilities of
114 the state by the direct-support organization under
115 certain conditions; requiring the department rather
116 than the Office of Drug Control to study the
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117 feasibility of enhancing the prescription drug
118 monitoring program for specified purposes; requiring
119 the direct-support organization to provide funding for
120 the department rather than the Office of Drug Control
121 to conduct training in using the prescription drug
122 monitoring program; revising the date in which the
123 department must adopt rules; amending s. 893.0551,
124 F.S.; authorizing a law enforcement agency to disclose
125 certain confidential and exempt information received
126 from the department to a criminal justice agency
127 pursuant to a search warrant; providing an effective
128 date.

129
130 Be It Enacted by the Legislature of the State of Florida:
131

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

134 400.9905 Definitions.—

135 (4) “Clinic” means an entity at which health care services

136 are provided to individuals and which tenders charges for

137 reimbursement or payment for such services, including a mobile

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

141 (a) Entities licensed or registered by the state under

142 chapter 395; or entities licensed or registered by the state and
143| providing only health care services within the scope of services
144 authorized under their respective licenses granted under ss.

145 383.30-383.335, chapter 390, chapter 394, chapter 397, this
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146 chapter except part X, chapter 429, chapter 463, chapter 465,
147 chapter 466, chapter 478, part I of chapter 483, chapter 484, or
148 chapter 651; end-stage renal disease providers authorized under
149 42 C.F.R. part 405, subpart U; or providers certified under 42
150 C.F.R. part 485, subpart B or subpart H; or any entity that
151 provides neonatal or pediatric hospital-based health care
152 services or other health care services by licensed practitioners
153 solely within a hospital licensed under chapter 395.
154 (b) Entities that own, directly or indirectly, entities
155 licensed or registered by the state pursuant to chapter 395; or
156| entities that own, directly or indirectly, entities licensed or
157 registered by the state and providing only health care services
158 within the scope of services authorized pursuant to their
159 respective licenses granted under ss. 383.30-383.335, chapter
160 390, chapter 394, chapter 397, this chapter except part X,
161 chapter 429, chapter 463, chapter 465, chapter 466, chapter 478,
162| part I of chapter 483, chapter 484, chapter 651; end-stage renal
163 disease providers authorized under 42 C.F.R. part 405, subpart
164 U; or providers certified under 42 C.F.R. part 485, subpart B or
165 subpart H; or any entity that provides neonatal or pediatric
166| hospital-based health care services by licensed practitioners
167 solely within a hospital licensed under chapter 395.
168 (c) Entities that are owned, directly or indirectly, by an
169 entity licensed or registered by the state pursuant to chapter
170 395; or entities that are owned, directly or indirectly, by an
171 entity licensed or registered by the state and providing only
172 health care services within the scope of services authorized
173| pursuant to their respective licenses granted under ss. 383.30-

174 383.335, chapter 390, chapter 394, chapter 397, this chapter
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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
under chapter 395.

(d) Entities that are under common ownership, directly or
indirectly, with an entity licensed or registered by the state
pursuant to chapter 395; or entities that are under common
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
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204| physician orders, any community college or university clinic,
205 and any entity owned or operated by the federal or state
206| government, including agencies, subdivisions, or municipalities
207 thereof.

208 (f) A sole proprietorship, group practice, partnership, or
209 corporation that provides health care services by physicians

210 covered by s. 627.419, that is directly supervised by one or

211| more of such physicians, and that is wholly owned by one or more
212 of those physicians or by a physician and the spouse, parent,
213 child, or sibling of that physician.

214 (g) A sole proprietorship, group practice, partnership, or
215 corporation that provides health care services by licensed

216 health care practitioners under chapter 457, chapter 458,

217 chapter 459, chapter 460, chapter 461, chapter 462, chapter 463,
218 chapter 466, chapter 467, chapter 480, chapter 484, chapter 486,
219 chapter 490, chapter 491, or part I, part III, part X, part

220 XIII, or part XIV of chapter 468, or s. 464.012, which are

221 wholly owned by one or more licensed health care practitioners,
222 or the licensed health care practitioners set forth in this

223 paragraph and the spouse, parent, child, or sibling of a

224 licensed health care practitioner, so long as one of the owners
225| who is a licensed health care practitioner is supervising the
226| business activities and is legally responsible for the entity’s
2277 compliance with all federal and state laws. However, a health
228 care practitioner may not supervise services beyond the scope of
229 the practitioner’s license, except that, for the purposes of

230 this part, a clinic owned by a licensee in s. 456.053(3) (b) that
231| provides only services authorized pursuant to s. 456.053(3) (b)
232| may be supervised by a licensee specified in s. 456.053(3) (b).

Page 8 of 58
CODING: Words striekern are deletions; words underlined are additions.




233
234
235
236
237
238
239
240
241
242
243
244
245
246
247
248
249
250
251
252
253
254
255
256
257
258
259
260
261

Florida Senate - 2011 CS for SB 1386

588-03249-11 20111386¢c1

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

(i) 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.

(j) Clinical facilities affiliated with a college of
chiropractic accredited by the Council on Chiropractic Education
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 egquipment

to multiple locations performing treatment or diagnostic testing
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262 of individuals—that—bilts—third-party payeors—feor—these
263 servieesy and that otherwise meets the definition of a clinic in
264 subsection (4).
265 Section 2. Subsection (5) of section 456.037, Florida
266 Statutes, is amended to read:
267 456.037 Business establishments; requirements for active
268 status licenses; delinquency; discipline; applicability.—
269 (5) This section applies to any business establishment
270 registered, permitted, or licensed by the department to do
271 business. Business establishments include, but are not limited
272 to, dental laboratories, electrology facilities, massage
273 establishments, pharmacies, and controlled-substance medical
274 poin-maragement clinics required to be registered under s.
275| 458.3265 or s. 459.0137.

276 Section 3. Paragraph (a) of subsection (9) of section

277 456.057, Florida Statutes, is amended to read:

278 456.057 Ownership and control of patient records; report or
279 coples of records to be furnished.-—

280 (9) (a)1l. The department may obtain patient records pursuant
281 to a subpoena without written authorization from the patient if
282 the department and the probable cause panel of the appropriate
283 board, if any, find reasonable cause to believe that a health
284 care practitioner has excessively or inappropriately prescribed
285| any controlled substance specified in chapter 893 in violation
286 of this chapter or any professional practice act or that a

287 health care practitioner has practiced his or her profession

288 below that level of care, skill, and treatment required as

289 defined by this chapter or any professional practice act and

290 also find that appropriate, reasonable attempts were made to
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obtain a patient release. Notwithstanding the foregoing, the
department need not attempt to obtain a patient release when
investigating an offense involving the inappropriate

prescribing, overprescribing, or diversion of controlled

substances and the offense involves a controlled-substance

medical paip—-mamagement clinic. The department may obtain
patient records pursuant to a subpoena and without patient

authorization or notification to the patient subkpeerns from any

controlled-substance medical paia—-maragemernt clinic required to

be licensed if the department has probable cause to believe that
a violation of any provision of s. 458.3265 or s. 459.0137 is
occurring or has occurred and reasonably believes that obtaining
such patient authorization is not feasible due to the volume of
the dispensing and prescribing activity involving controlled
substances and that obtaining patient authorization er—the
issuvanee—of—a——subpeerna would jeopardize the investigation.

2. The department may obtain patient records and insurance
information pursuant to a subpoena without written authorization
from the patient if the department and the probable cause panel
of the appropriate board, if any, find reasonable cause to
believe that a health care practitioner has provided inadequate
medical care based on termination of insurance and also find
that appropriate, reasonable attempts were made to obtain a
patient release.

3. The department may obtain patient records, billing
records, insurance information, provider contracts, and all
attachments thereto pursuant to a subpoena without written
authorization from the patient if the department and probable

cause panel of the appropriate board, if any, find reasonable
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cause to believe that a health care practitioner has submitted a
claim, statement, or bill using a billing code that would result
in payment greater in amount than would be paid using a billing
code that accurately describes the services performed, requested
payment for services that were not performed by that health care
practitioner, used information derived from a written report of
an automobile accident generated pursuant to chapter 316 to
solicit or obtain patients personally or through an agent
regardless of whether the information is derived directly from
the report or a summary of that report or from another person,
solicited patients fraudulently, received a kickback as defined
in s. 456.054, violated the patient brokering provisions of s.
817.505, or presented or caused to be presented a false or
fraudulent insurance claim within the meaning of s.
817.234 (1) (a), and also find that, within the meaning of s.
817.234(1) (a), patient authorization cannot be obtained because
the patient cannot be located or is deceased, incapacitated, or
suspected of being a participant in the fraud or scheme, and if
the subpoena is issued for specific and relevant records.

4. Notwithstanding subparagraphs 1.-3., when the department
investigates a professional liability claim or undertakes action
pursuant to s. 456.049 or s. 627.912, the department may obtain
patient records pursuant to a subpoena without written
authorization from the patient if the patient refuses to
cooperate or if the department attempts to obtain a patient
release and the failure to obtain the patient records would be
detrimental to the investigation.

Section 4. Section 458.3265, Florida Statutes, is amended

to read:
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349 458.3265 Controlled-substance medical pain—maragement
350 clinics.—
351 (1) REGISTRATION.-—
352 (a) A A++ privately owned controlled-substance medical
353 clinic, facility, or office pair—maragement—elinies;—faeititiess

354 er—effiees, hereinafter referred to as a “clinic,” ‘edrinpies~

355| may not advertise services related to the dispensing of

356| medication. A controlled-substance medical clinic is a facility

357 that employs a physician who prescribes on any given day more

358 than 25 prescriptions of Schedule II or Schedule III controlled
359 substance medications, or a combination thereof, whichadvertise
360 dn—eanymediuvmfor anytype—of poin—monagement—Sservieesy Or

361 employs empreoy a physician who is primarity engaged in +£he

362| *trectment—eofpoin by preseribing—oer dispensing controlled

363 substance medications. Such a clinicy# must register with the

364| department unless:

365 1. That clinic is licensed as a facility pursuant to

366 chapter 395;

367 2. The majority of the physicians who provide services in

368 the clinic primarily provide interventional pain-management

369| procedures or other surgical services;

370 3. The clinic is owned by a publicly held corporation whose
371 shares are traded on a national exchange or on the over-the-

372 counter market and whose total assets at the end of the

373 corporation’s most recent fiscal quarter exceeded $50 million;
374 4, The clinic is affiliated with an accredited medical

375 school at which training is provided for medical students,

376 residents, or fellows; or

377 5—Fhe—elinie—does—neot—Ppreseribe—ordispenrse—controlied
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substances—for—the—treatment—of patni—oFr

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

(b) Each clinic location shall be registered separately
regardless of whether the clinic is operated under the same
business name or management as another clinic.

(c) As a part of registration, a clinic must designate a
physician who is responsible for complying with all requirements
related to registration and operation of the clinic in
compliance with this section. Within 10 days after termination
of a designated physician, the clinic must notify the department
of the identity of another designated physician for that clinic.
The designated physician shall have a full, active, and
unencumbered license under this chapter or chapter 459 and shall
practice at the clinic location for which the physician has
assumed responsibility. Failing to have a licensed designated
physician practicing at the location of the registered clinic
may be the basis for a summary suspension of the clinic
registration certificate as described in s. 456.073(8) for a
license or s. 120.60(6).

(d) The department shall deny registration to any clinic
that is not fully owned by a physician licensed under this
chapter or chapter 459 or a group of physicians, each of whom is
licensed under this chapter or chapter 459; or that is not a
health care clinic licensed under part X of chapter 400.

(e) The department shall deny registration to any
controlled-substance medical paia—management clinic owned by or

with any contractual or employment relationship with a

physician:
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1. Whose Drug Enforcement Administration number has ever
been revoked.

2. Whose application for a license to prescribe, dispense,
or administer a controlled substance has been denied by any
jurisdiction.

3. Who has been convicted of or pleaded guilty or nolo
contendere to, regardless of adjudication, an offense that
constitutes a felony for receipt of illicit and diverted drugs,
including a controlled substance listed in Schedule I, Schedule
II, Schedule III, Schedule IV, or Schedule V of s. 893.03, in
this state, any other state, or the United States.

(f) If the department finds probable cause that a
controlled-substance medical paia—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” includes an adjudication of guilt following a
plea of guilty or nolo contendere or the forfeiture of a bond
when charged with a crime.

(g) The department may revoke the clinic’s certificate of
registration and prohibit all physicians associated with that

controlled-substance medical paim—memagement clinic from

practicing at that clinic location based upon an annual
inspection and evaluation of the factors described in subsection

(3) and upon a final determination by the probable cause panel
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of the appropriate board that any physician associated with that

controlled-substance medical clinic knew or should have known of

any violations of the factors described in subsection (3).

(h)l1. If the registration of a controlled-substance medical

pair—meamagement clinic is revoked or suspended, the designated

physician of the controlled-substance medical pair—management

clinic, the owner or lessor of the controlled-substance medical

paia—mepagement clinic property, the manager, and the proprietor

shall cease to operate the facility as a controlled-substance

medical peim—managemernt clinic as of the effective date of the
suspension or revocation.

2. Notwithstanding subparagraph 1., the clinic’s

registration shall not be revoked or suspended if the clinic,

within 24 hours after notification of suspension or revocation,

appoints another designated physician who has a full, active,

and unencumbered license under this chapter or chapter 459 to

operate a controlled-substance medical clinic.

ar

(1) If a controlled-substance medical pair—maragemen

clinic registration is revoked or suspended, the designated

physician of the controlled-substance medical pair—management

clinic, the owner or lessor of the clinic property, the manager,
or the proprietor is responsible for removing all signs and
symbols identifying the premises as a controlled-substance
medical peir—management clinic.

(7J) Upon the effective date of the suspension or

revocation, the designated physician of the controlled-substance

medical paia-maragement clinic shall advise the department of
the disposition of the medicinal drugs located on the premises.

The disposition is subject to the supervision and approval of
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the department. Medicinal drugs that are purchased or held by a
controlled-substance medical paia—meamagement clinic that is not

registered may be deemed adulterated pursuant to s. 499.006.
(k) If the clinic’s registration is revoked, any person

named in the registration documents of the controlled-substance

medical paim—-mamagement clinic, including persons owning or

operating the controlled-substance medical paia—management

clinic, may not, as an individual or as a part of a group, apply

to operate a controlled-substance medical pair—mamagement clinic

for 5 years after the date the registration is revoked upon a

finding of probable cause, and an opportunity to be heard, that

the persons operating such clinic knew or should have known of

the violations causing such revocation.

(1) The period of suspension for the registration of a

controlled-substance medical paia—-maragement clinic shall be

prescribed by the department, but may not exceed 1 year.

(m) A change of ownership of a registered controlled-

substance medical peia-mapagement clinic requires submission of

a new registration application.
(2) PHYSICIAN RESPONSIBILITIES.—These responsibilities
apply to any physician who provides professional services in a

controlled-substance medical paia—meamagement clinic that is

required to be registered in subsection (1).

(a) A physician may not practice medicine in a controlled-

substance medical pain—memagement clinic, as described in

subsection (4), if+

13- the controlled-substance medical paim—managemernt clinic

is not registered with the department as required by this

section.y—e¥
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494 2—FE££

495| suweeessfullyecompleted—apairn—medicine fellowship—+that 35S

496| oaeeredited by the Acereditation Couneil for GCraduate Medieat

497 Edueatieon—or—apain—me
498 | Aecereditatieon Ceoeunecil for GCraduate Mediecal Fduecatieonor;—prier
499 to—Joty——202—dees—rneot—comply—wt
500| Pbeoard-

501
502
503
504
505
506 +teomeet—the guatifications set—forth in +the board—rutes—A
507
508

509 (b) A person may not dispense any medication, including a
510 controlled substance, on the premises of a registered

511 controlled-substance medical pata-maragement clinic unless he or

512 she is a physician licensed under this chapter or chapter 459.

513 (c) A physician, advanced registered nurse practitioner, or

514 a physician assistant must perform an appropriate medical =

515| physieat examination of a patient on the same day that the

516| physician ke—e+¥—she dispenses or prescribes a controlled

517 substance to a patient at a controlled-substance medical pain-—

518| management clinic. A +f—the physician may not dispense

519| preseribes—or—dispernses more than a 30-day supply +2—heugr—dese
520 of controlled substances to any patient fer—thetreatment—of
521 : i i e
522
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(d) A physician authorized to prescribe controlled

substances who practices at a controlled-substance medical pain-

mapagement clinic is responsible for maintaining the control and
security of his or her prescription blanks and any other method
used for prescribing controlled substance pain medication. The
physician shall comply with the requirements for counterfeit-
resistant prescription blanks in s. 893.065 and the rules
adopted pursuant to that section. The physician shall notify, in
writing, the department within 24 hours after discovering

feldlewing any theft or loss of a prescription blank or breach of

any other method for prescribing controlled substances pain
medieation.

(e) The designated physician of a controlled-substance

medical peia-mapagemernt clinic shall notify the applicable board
in writing of the date of termination of employment within 10

days after terminating his or her employment with a controlled-

substance medical paeimr-management clinic that is required to be

registered under subsection (1).
(3) INSPECTION.—
(a) The department shall inspect the controlled-substance

medical paima—maragement clinic annually, including a review of

the patient records, to ensure that it complies with this
section and the rules of the Board of Medicine adopted pursuant
to subsection (4) unless the clinic is accredited by a
nationally recognized accrediting agency approved by the Board
of Medicine.

(b) During an onsite inspection, the department shall make

a reasonable attempt to discuss each violation with the owner or
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552 designated physician of the controlled-substance medical paia—

553| menragement clinic before issuing a formal written notification.
554 (c) Any action taken to correct a violation shall be
555 documented in writing by the owner or designated physician of

556 the controlled-substance medical paia—maragemernt clinic and

557 verified by followup visits by departmental personnel.
558 (4) RULEMAKING.-—

559 (a) The department shall adopt rules necessary to
560 administer the registration and inspection of controlled-

561 substance medical paeimr—mamagement clinics which establish the

562 specific requirements, procedures, forms, and fees.

563 (b) The department shall adopt a rule defining what

564 constitutes practice by a designated physician at the clinic
565 location for which the physician has assumed responsibility, as
566 set forth in subsection (1). When adopting the rule, the

567| department shall consider the number of clinic employees, the

568 location of the controlled-substance medical pein—-management

569 clinic, the clinic’s hours of operation, and the amount of

570 controlled substances being prescribed, dispensed, or

571 administered at the controlled-substance medical pain—management
572 clinic.

573
574
575
576
577
578 (c)+4d)> The Board of Medicine shall adopt rules setting

579 forth standards of practice for physicians practicing in

580| privately owned controlled-substance medical paia—maragement
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581 clinics that primarily engage in the treatment of pain by
582| prescribing or dispensing controlled substance medications. Such
583 rules shall address, but need not be limited to:
584 1. Facility operations;
585 2. Physical operations;
586 3. Infection control requirements;
587 4. Health and safety requirements;
588 5. Quality assurance requirements;
589 6. Patient records;
590 F—Frainingrecguirements—for all—facility health eare
591 practitioners—who arenot—regulated by aneother boards
592 7.8+ Inspections; and
593 8.9+ Data collection and reporting requirements.
594
595
596
597
598
599
600
601
602
603 (5) PENALTIES; ENFORCEMENT.—
604 (a) The department may impose an administrative fine on the
605 clinic of up to $5,000 per violation for violating the
606 requirements of this section; chapter 499, the Florida Drug and
607 Cosmetic Act; 21 U.S.C. ss. 301-392, the Federal Food, Drug, and
608| Cosmetic Act; 21 U.S.C. ss. 821 et seqg., the Comprehensive Drug
609 Abuse Prevention and Control Act; chapter 893, the Florida

Page 21 of 58
CODING: Words striekern are deletions; words underlined are additions.




Florida Senate - 2011 CS for SB 1386

588-03249-11 20111386¢c1
610 Comprehensive Drug Abuse Prevention and Control Act; or the
611 rules of the department. In determining whether a penalty is to
612| be imposed, and in fixing the amount of the fine, the department
613 shall consider the following factors:
614 1. The gravity of the violation, including the probability
615 that death or serious physical or emotional harm to a patient
616 has resulted, or could have resulted, from the controlled-

617 substance medical pain—meamagement clinic’s actions or the

618 actions of the physician, the severity of the action or

619| potential harm, and the extent to which the provisions of the
620 applicable laws or rules were violated.

621 2. What actions, if any, the owner or designated physician
622 took to correct the violations.

623 3. Whether there were any previous violations at the

624 controlled-substance medical paia—-maragement clinic.

625 4. The financial benefits that the controlled-substance
626| medical paim—maragement clinic derived from committing or

627 continuing to commit the wviolation.

628 (b) Each day a violation continues after the date fixed for
629 termination of the violation as ordered by the department

630 constitutes an additional, separate, and distinct violation.

631 (c) The department may impose a fine and, in the case of an

632 owner-operated controlled-substance medical peimn—management

633 clinic, revoke or deny a controlled-substance medical paia—

634| mamagement clinic’s registration, if the clinic’s designated
635| physician knowingly and intentionally misrepresents actions
636| taken to correct a violation.

637 (d) An owner or designated physician of a controlled-

638 substance medical paia-management clinic who concurrently
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operates an unregistered controlled-substance medical paia—

maragemernt clinic is subject to an administrative fine of $5,000
per day.

(e) If the owner of a controlled-substance medical paia—

mapagement clinic that requires registration fails to apply to
register the clinic upon a change of ownership and operates the
clinic under the new ownership, the owner is subject to a fine
of $5,000.

Section 5. Paragraphs (a) and (e) of subsection (1) and
paragraph (f) of subsection (2) of section 458.327, Florida
Statutes, are amended to read:

458.327 Penalty for wviolations.—

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

(a) The practice of medicine or an attempt to practice

medicine without a license to practice in this state Flreride.

(e) Knowingly operating, owning, or managing a

nonregistered controlled-substance medical pair—maragement

clinic that is required to be registered with the Department of
Health pursuant to s. 458.3265(1).

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

(f) Knowingly prescribing or dispensing, or causing to be
prescribed or dispensed, controlled substances in a

nonregistered controlled-substance medical pain—management

clinic that is required to be registered with the Department of

Health pursuant to s. 458.3265(1).
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Section 6. Paragraphs (oo) and (pp) of subsection (1) of
section 458.331, Florida Statutes, are amended to read:

458.331 Grounds for disciplinary action; action by the
board and department.—

(1) The following acts constitute grounds for denial of a
license or disciplinary action, as specified in s. 456.072(2):

(co) Applicable to a licensee who serves as the designated
physician of a controlled-substance medical paia—management
clinic as defined in s. 458.3265 or s. 459.0137:

1. Registering a controlled-substance medical pain—

mapagement clinic through misrepresentation or fraud;
2. Procuring, or attempting to procure, the registration of

a controlled-substance medical paim—manragement clinic for any

other person by making or causing to be made, any false
representation;

3. Failing to comply with any requirement of chapter 499,
the Florida Drug and Cosmetic Act; 21 U.S.C. ss. 301-392, the
Federal Food, Drug, and Cosmetic Act; 21 U.S.C. ss. 821 et seq.,
the Drug Abuse Prevention and Control Act; or chapter 893, the
Florida Comprehensive Drug Abuse Prevention and Control Act;

4. Being convicted or found guilty of, regardless of
adjudication to, a felony or any other crime involving moral
turpitude, fraud, dishonesty, or deceit in any jurisdiction of
the courts of this state, of any other state, or of the United

States;
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697 5.6+ Being convicted of, or entering a plea of guilty or
698 nolo contendere to, regardless of adjudication, a crime in any
699 jurisdiction of the courts of this state, of any other state, or
700 of the United States which relates to the practice of, or the
701 ability to practice, a licensed health care profession;
702 6.4+ Being convicted of, or entering a plea of guilty or
703 nolo contendere to, regardless of adjudication, a crime in any
704 jurisdiction of the courts of this state, of any other state, or
705 of the United States which relates to health care fraud;
706 7.8+ Dispensing any medicinal drug based upon a
707 communication that purports to be a prescription as defined in
708 s. 465.003(14) or s. 893.02 if the dispensing practitioner knows
709! or has reason to believe that the purported prescription is not
710| based upon a valid practitioner-patient relationship; or
711 8.9+ Failing to timely notify the board of the date of his
712 or her termination from a controlled-substance medical pais-—

713| maragement clinic as required by s. 458.3265(2).

714 (pp) Failing to timely notify the department of the theft
715 of prescription blanks from a controlled-substance medical pain—

716| mamragement clinic or a breach of other methods for prescribing
717 within 24 hours as required by s. 458.3265(2).

718 Section 7. Section 459.0137, Florida Statutes, 1is amended
719 to read:

720 459.0137 Controlled-substance medical paia—-management
721 clinics.—

722 (1) REGISTRATION.—

723 (a) A Ad++ privately owned controlled-substance medical

KR
[ S W \_),

H

724 clinic, facility, or office pain—maragement elinies;—faed
725 er—effiees, hereinafter referred to as a “clinic,” Yels

144

B

o
S

()]

2
-
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may not advertise services related to the dispensing of

medication. A controlled-substance medical clinic is a facility

that employs an osteopathic physician who prescribes on any

given day more than 25 prescriptions of Schedule II or Schedule

ITI controlled substance medications, or a combination thereof,

kb a ok Axszaort+ 1 o 1 Nz o Ald qaen £ o nxz sz E ST NN B CNRE SN
Wit CI—aoaOv o T oI oC— TIT Ty oottt T O~ ally CyMpCT O po it ol
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serviees, or employs emptoey an osteopathic physician who is

primarity engaged in Ehe—treatment—of pain by preseribing—or

dispensing controlled substance medications.y Such clinic 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;

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; or

5 m tinie g g ¥ lied
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@D

ez
5.6+ The clinic is owned by a corporate entity exempt from
federal taxation under 26 U.S.C. s. 501(c) (3).
(b) Each clinic location shall be registered separately
regardless of whether the clinic is operated under the same
business name or management as another clinic.

(c) As a part of registration, a clinic must designate an
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osteopathic, dispensing physician who is responsible for

complying with all requirements related to registration and
operation of the clinic in compliance with this section. Within
10 days after termination of a designated osteopathic physician,
the clinic must notify the department of the identity of another
designated physician for that clinic. The designated physician
shall have a full, active, and unencumbered license under
chapter 458 or this chapter and shall practice at the clinic
location for which the physician has assumed responsibility.
Failing to have a licensed designated osteopathic physician
practicing at the location of the registered clinic may be the
basis for a summary suspension of the clinic registration
certificate as described in s. 456.073(8) for a license or s.
120.60(6) .

(d) The department shall deny registration to any clinic
that is not fully owned by a physician licensed under chapter
458 or this chapter or a group of physicians, each of whom is
licensed under chapter 458 or this chapter; or that is not a
health care clinic licensed under part X of chapter 400.

(e) The department shall deny registration to any

controlled-substance medical paia—management clinic owned by or

with any contractual or employment relationship with a
physician:

1. Whose Drug Enforcement Administration number has ever
been revoked.

2. Whose application for a license to prescribe, dispense,
or administer a controlled substance has been denied by any
jurisdiction.

3. Who has been convicted of or pleaded guilty or nolo
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contendere to, regardless of adjudication, an offense that
constitutes a felony for receipt of illicit and diverted drugs,
including a controlled substance listed in Schedule I, Schedule
II, Schedule III, Schedule IV, or Schedule V of s. 893.03, in
this state, any other state, or the United States.

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

cause panel of the appropriate medical board that a controlled-

substance medical pain—meapagement 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” includes an adjudication of guilt following a
plea of guilty or nolo contendere or the forfeiture of a bond
when charged with a crime.

(g) The department may revoke the clinic’s certificate of
registration and prohibit all physicians associated with that

controlled-substance medical paia—meanagement clinic from

practicing at that clinic location based upon an annual
inspection and evaluation of the factors described in subsection

(3) and upon a final determination by the probable cause panel

of the appropriate medical board that any physician associated

with that controlled-substance medical clinic knew or should

have known of any violations of the factors described in

subsection (3).

(h)1l. If the registration of a controlled-substance medical
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pain—-mepagement clinic is revoked or suspended, the designated
physician of the controlled-substance medical pair—management

clinic, the owner or lessor of the controlled-substance medical

paia-management clinic property, the manager, and the proprietor

shall cease to operate the facility as a controlled-substance

medical paip—marmagement clinic as of the effective date of the
suspension or revocation.

2. Notwithstanding subparagraph 1., the clinic’s

registration shall not be revoked or suspended if the clinic,

within 24 hours after notification of suspension or revocation,

appoints another designated physician who has a full, active,

and unencumbered license under this chapter or chapter 458 to

operate a controlled-substance medical clinic.

(1) If a controlled-substance medical pair—management

clinic registration is revoked or suspended, the designated

physician of the controlled-substance medical pair—management

clinic, the owner or lessor of the clinic property, the manager,
or the proprietor is responsible for removing all signs and

symbols identifying the premises as a controlled-substance

medical paim—-mamagement clinic.
(7) Upon the effective date of the suspension or

revocation, the designated physician of the controlled-substance

medical pain—mamagement clinic shall advise the department of
the disposition of the medicinal drugs located on the premises.
The disposition is subject to the supervision and approval of
the department. Medicinal drugs that are purchased or held by a
controlled-substance medical paia—management clinic that is not

registered may be deemed adulterated pursuant to s. 499.006.

(k) If the clinic’s registration is revoked, any person
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named in the registration documents of the controlled-substance

medical peim—menagement clinic, including persons owning or
operating the controlled-substance medical pain—management

clinic, may not, as an individual or as a part of a group, make

application for a permit to operate a controlled-substance

medical paip—-memagement clinic for 5 years after the date the

registration is revoked upon a finding by the probable cause

panel, and an opportunity to be heard, the persons operating

such clinic knew or should have known of violations causing such

revocation.
(1) The period of suspension for the registration of a

controlled-substance medical paia—management clinic shall be

prescribed by the department, but may not exceed 1 year.

(m) A change of ownership of a registered controlled-

substance medical paeia—-mamagemernt clinic requires submission of

a new registration application.
(2) PHYSICIAN RESPONSIBILITIES.—These responsibilities
apply to any osteopathic physician who provides professional

services in a controlled-substance medical pair—management

clinic that is required to be registered in subsection (1).
(a) An osteopathic physician may not practice medicine in a

controlled-substance medical paia—menagement clinic, as

described in subsection (4), if=+

13- the controlled-substance medical paim—managemernt clinic

is not registered with the department as required by this

section.y+—e¥
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(b) A person may not dispense any medication, including a
controlled substance, on the premises of a registered

controlled-substance medical pais—menagement clinic unless he or

she is a physician licensed under this chapter or chapter 458.

(c) An osteopathic physician, an advanced registered nurse

practitioner, or a physician assistant must perform an

appropriate medical a—physieadr examination of a patient on the

same day that the osteopathic physician khe—e¥r—she dispenses or

prescribes a controlled substance to a patient at a controlled-

substance medical paia—management clinic. An +f—the osteopathic

physician may not dispense preserib

[0)]
T

dispenses more than a
s

30-day supply +*2—hewgr—dese of controlled sub

tances to any
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(d) An osteopathic physician authorized to prescribe

controlled substances who practices at a controlled-substance

medical paeita-mapagement clinic is responsible for maintaining
the control and security of his or her prescription blanks and
any other method used for prescribing controlled substance pain
medication. The osteopathic physician shall comply with the
requirements for counterfeit-resistant prescription blanks in s.
893.065 and the rules adopted pursuant to that section. The
osteopathic physician shall notify, in writing, the department

within 24 hours after discovering feltewinmg any theft or loss of

a prescription blank or breach of any other method for

prescribing controlled substances pain—medication.

(e) The designated osteopathic physician of a controlled-

substance medical pairn—mamagement clinic shall notify the

applicable board in writing of the date of termination of
employment within 10 days after terminating his or her

employment with a controlled-substance medical paimn—management

clinic that is required to be registered under subsection (1).
(3) INSPECTION.—

(a) The department shall inspect the controlled-substance

medical paima—maragement clinic annually, including a review of
the patient records, to ensure that it complies with this
section and the rules of the Board of Osteopathic Medicine
adopted pursuant to subsection (4) unless the clinic is
accredited by a nationally recognized accrediting agency
approved by the Board of Osteopathic Medicine.

(b) During an onsite inspection, the department shall make
a reasonable attempt to discuss each violation with the owner or

designated physician of the controlled-substance medical paia—
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929| mamagement clinic before issuing a formal written notification.
930 (c) Any action taken to correct a violation shall be

931 documented in writing by the owner or designated physician of

932 the controlled-substance medical paim—-marmagement clinic and

933| wverified by followup visits by departmental personnel.
934 (4) RULEMAKING.—
935 (a) The department shall adopt rules necessary to

936 administer the registration and inspection of controlled-

937 substance medical pain-management clinics which establish the

938 specific requirements, procedures, forms, and fees.

939 (b) The department shall adopt a rule defining what

940 constitutes practice by a designated osteopathic physician at
941 the clinic location for which the physician has assumed

942 responsibility, as set forth in subsection (1). When adopting
943 the rule, the department shall consider the number of clinic

944| employees, the location of the controlled-substance medical

945| paim—-memagement clinic, the clinic’s hours of operation, and the

946 amount of controlled substances being prescribed, dispensed, or

947 administered at the controlled-substance medical paia—management

948 clinic.

949 “+er—TFhePRoard—of Osteopathice Medieine shaltl adeopt—a—Fute
950 i i i i

951

952

953| poin-—management—elinite duringany 24—heour period-

954 (c)+e The Board of Osteopathic Medicine shall adopt rules

955 setting forth standards of practice for osteopathic physicians

956| practicing in privately owned controlled-substance medical paia—

957| mamagement clinics that primarily engage in the treatment of
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958| pain by prescribing or dispensing controlled substance
959 medications. Such rules shall address, but need not be limited
960| to:
961 1. Facility operations;
962 2. Physical operations;
963 3. Infection control requirements;
964 4. Health and safety requirements;
965 5. Quality assurance requirements;
966 6. Patient records;
967 F—Frainingrecguirements—for all—facility health eare
968 practitioners—who arenot—regulated by aneother boards
969 7.8+ Inspections; and
970 8.9+ Data collection and reporting requirements.
971
972
973
974
975
976
977
978
979
980 (5) PENALTIES; ENFORCEMENT.—
981 (a) The department may impose an administrative fine on the
982 clinic of up to $5,000 per violation for violating the
983 requirements of this section; chapter 499, the Florida Drug and
984 Cosmetic Act; 21 U.S.C. ss. 301-392, the Federal Food, Drug, and
985| Cosmetic Act; 21 U.S.C. ss. 821 et seqg., the Comprehensive Drug
986 Abuse Prevention and Control Act; chapter 893, the Florida
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Comprehensive Drug Abuse Prevention and Control Act; or the
rules of the department. In determining whether a penalty is to
be imposed, and in fixing the amount of the fine, the department
shall consider the following factors:

1. The gravity of the violation, including the probability
that death or serious physical or emotional harm to a patient
has resulted, or could have resulted, from the controlled-

substance medical pain—meamagement clinic’s actions or the

actions of the osteopathic physician, the severity of the action
or potential harm, and the extent to which the provisions of the
applicable laws or rules were violated.

2. What actions, if any, the owner or designated
osteopathic physician took to correct the violations.

3. Whether there were any previous violations at the

controlled-substance medical paia—-maragement clinic.

4., The financial benefits that the controlled-substance

medical paip—maragement clinic derived from committing or

continuing to commit the violation.

(b) Each day a violation continues after the date fixed for
termination of the violation as ordered by the department
constitutes an additional, separate, and distinct violation.

(c) The department may impose a fine and, in the case of an

owner-operated controlled-substance medical peimn—management

clinic, revoke or deny a controlled-substance medical pain-—

mapagemernt clinic’s registration, if the clinic’s designated
osteopathic physician knowingly and intentionally misrepresents
actions taken to correct a violation.

(d) An owner or designated osteopathic physician of a

controlled-substance medical paim—mamagement clinic who
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1016 concurrently operates an unregistered controlled-substance

1017| medical paim—memagement clinic is subject to an administrative
1018 fine of $5,000 per day.
1019 (e) If the owner of a controlled-substance medical pais-

1020| maragement clinic that requires registration fails to apply to
1021 register the clinic upon a change of ownership and operates the
1022 clinic under the new ownership, the owner is subject to a fine
1023| of $5,000.

1024 Section 8. Paragraphs (gqq) and (rr) of subsection (1) of
1025 section 459.015, Florida Statutes, are amended to read:

1026 459.015 Grounds for disciplinary action; action by the
1027 board and department.—

1028 (1) The following acts constitute grounds for denial of a
1029 license or disciplinary action, as specified in s. 456.072(2):
1030 (qg) Applicable to a licensee who serves as the designated
1031| physician of a controlled-substance medical pair—management
1032 clinic as defined in s. 458.3265 or s. 459.0137:

1033 1. Registering a controlled-substance medical paia-—

1034| marmagement clinic through misrepresentation or fraud;

1035 2. Procuring, or attempting to procure, the registration of
1036 a pain-management clinic for any other person by making or

1037 causing to be made, any false representation;

1038 3. Failing to comply with any requirement of chapter 499,
1039 the Florida Drug and Cosmetic Act; 21 U.S.C. ss. 301-392, the
1040 Federal Food, Drug, and Cosmetic Act; 21 U.S.C. ss. 821 et seq.,
1041 the Drug Abuse Prevention and Control Act; or chapter 893, the
1042 Florida Comprehensive Drug Abuse Prevention and Control Act;
1043 4. Being convicted or found guilty of, regardless of

1044 adjudication to, a felony or any other crime involving merat
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fwrpitudes fraud, dishonesty, or deceit in any jurisdiction of
the courts of this state, of any other state, or of the United

States;

5.6+ Being convicted of, or entering a plea of guilty or

nolo contendere to, regardless of adjudication, a crime in any
jurisdiction of the courts of this state, of any other state, or
of the United States which relates to the practice of, or the
ability to practice, a licensed health care profession;

6.7+ Being convicted of, or entering a plea of guilty or
nolo contendere to, regardless of adjudication, a crime in any
jurisdiction of the courts of this state, of any other state, or
of the United States which relates to health care fraud;

7.8+ Dispensing any medicinal drug based upon a
communication that purports to be a prescription as defined in
s. 465.003(14) or s. 893.02 if the dispensing practitioner knows
or has reason to believe that the purported prescription is not
based upon a valid practitioner-patient relationship; or

8.9+ Failing to timely notify the board of the date of his

or her termination from a controlled-substance medical paia-—

mapagement clinic as required by s. 459.0137(2).
(rr) Failing to timely notify the department of the theft

of prescription blanks from a controlled-substance medical pain—

marmagement clinic or a breach of other methods for prescribing
within 24 hours as required by s. 459.0137(2).
Section 9. Subsection (1) of section 465.0276, Florida

Page 37 of 58

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




Florida Senate - 2011 CS for SB 1386

588-03249-11 20111386¢c1
1074 Statutes, 1s amended to read:
1075 465.0276 Dispensing practitioner.—
1076 ++H—+=r A person may not dispense medicinal drugs unless

1077 licensed as a pharmacist or otherwise authorized under this
1078 chapter to do so, except that a practitioner authorized by law
1079 to prescribe drugs may dispense such drugs to her or his

1080| patients in the regular course of her or his practice in

1081 compliance with this section.

1082 r—A—Pprectitioner registeredunder this seetion may not
1083| dispensemeore—thana+2-heour supply of a—econtrolled SsSubstanee
1084 13 a+-and 20 Al A~A.-T TT QN NN ET| TTT S~~~ A0 T37 r QA ~AaaT AWA
[ SR SRS R W WPl W L 1T [SP NN i B WPR W 1) W R S ) L Ly [SP NN i B WPR W 1) W i S ) L L Ly [N NN i B WPR W 1) U i S ) LV L [NV NN i B PR W ) U R i AU
1085| ef—-s+=883-03 for any patient—who pays—for the medication by
1086 7 7 -
1087
1088
1089 Braoszidad 2 - o 7785 NQ9D o 7785 NQ v o 7708 NQY T 3 o
tJJ_\JV_LkA\_/u L 1T O e T T T e U 12 O e T I\J-\JUJ, A O e T T T e U T o I N N R S )
1090| poeragrephdees—rmot—appty—Fto+
1091 u D e~ o o naxr gk Al aranana mmaAla N+ 2 ~+ PPN wal
L e Fany LJJ_(_A.\/L,_L C LU C L W11/ \J._LULJ\_,J.J.U\_,U [ WPL N R S Ny @ N WS S N o (e &8 WU L INC 1O
1092| eompensatieonpatientpursuant—to—<chapter 440+
1093 2 R 2NN e I noaxr ok A1 aranana a4+ o o+ PN IR 2N BN
. Fany LJJ_(_A.\_/L_,_LL_,_LVJ.J.\,J_ WIilIllJ \J._LQLJ\,J.J.Q\,U [ S PR U R S Ny @ B WS S N o 3 \a all LITo UL O\
1094 patient—who Ppays by cash—cheek;—or eredit——eard—+to—ecover—any
1095| applicable—copayment—or—deduetibte
1096 3—Thedispensingof complimentary pockages—of medicinal
1097| drugs—te—the practitioner!sown patientsin+the regular—ecourse
1098 £ e r e o~ N a PICE I~ I R = noaszmaoant £ = r
g 3 S e A\ T 10 t/J_(_A.pL_,_Lp\_, LA™ SN i U W i ) CIITT t/u T T O g (& [ S ) L
1099 P L LR~ WANE NN | n £ vz Jea oA dhotrh Ay A2 s~ v 2 Ale s~ = o
[ S NPy i ) 5 U5 i A B PR Sy @5 N WS SN B § A aIT T _I_J.J.u, WIiITC T |\ N Hi E Wl Wy w A\ _LJ.J.kA._LJ_\./\./L.,, &)
1100 provided—dn—subseetion—5—~
1101 Section 10. Section 893.055, Florida Statutes, is amended

1102 to read:
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1103 893.055 Prescription drug monitoring program.—
1104 (1) As used in this section, the term:
1105 (a) “Patient advisory report” or “advisory report” means

1106 information provided by the department in writing, via

1107 electronic delivery, or as determined by the department, to a

1108 controlled-substance medical clinic and its employed physicians,

1109 an advanced registered nurse practitioner, a physician

1110 assistant, a preseriber;—eispensery; pharmacy, or a patient

1111 concerning the dispensing of controlled substances. A

1112 controlled-substance medical clinic and its employed physicians,

1113 an advanced registered nurse practitioner, a physician

1114 assistant, or a pharmacy shall review each patient advisory

1115 report before any controlled substance is dispensed to a

1116| patient. Al—adviseryreports—are—for informotional purposes
1117

1118| en—a—preseriber;—dispernser—pharmaey—or—patient. The patient

1119 advisory report shall be provided in accordance with s.

1120 893.13(7) (a)8. The advisory reports issued by the department are
1121 not subject to discovery or introduction into evidence in any
1122 civil or administrative action against a prescriber, dispenser,
1123| pharmacy, or patient arising out of matters that are the subject
1124 of the report; and a person who participates in preparing,

1125| reviewing, issuing, or any other activity related to an advisory
1126| report may not be permitted or required to testify in any such
1127 civil action as to any findings, recommendations, evaluations,
1128 opinions, or other actions taken in connection with preparing,
1129 reviewing, or issuing such a report.

1130 (b) “Controlled substance” means a controlled substance

1131 listed in Schedule II, Schedule III, or Schedule IV in s.
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893.03.

(c) “Controlled-substance medical clinic” means a facility

that employs a physician or osteopathic physician who prescribes

on any given day more than 25 prescriptions of Schedule II or

Schedule III controlled substance medications, or a combination

thereof, or employs a physician or an osteopathic physician who

is engaged in dispensing controlled substance medications.

(d)+e» “Dispenser” means a pharmacy, dispensing pharmacist,
or dispensing health care practitioner.

(e)+e “Health care practitioner” or “practitioner” means
any practitioner who is subject to licensure or regulation by
the department under chapter 458, chapter 459, chapter 461,
chapter 462, chapter 464, chapter 465, or chapter 466.

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

(g)+#&r “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.

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

(i)4k> “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.
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1161 (Jj)++r “Law enforcement agency” means the Department of Law
1162 Enforcement, a Florida sheriff’s department, a Florida police
1163 department, or a law enforcement agency of the Federal
1164 Government which enforces the laws of this state or the United
1165 States relating to controlled substances, and which its agents
1166 and officers are empowered by law to conduct criminal
1167 investigations and make arrests.
1168 (k)<45> “Program manager” means an employee of or a person
1169 contracted by the Department of Health who is designated to
1170 ensure the integrity of the prescription drug monitoring program
1171 in accordance with the requirements established in paragraphs
1172 (2) (a) and (b).
1173 (2) (a) By December 1, 2012 2646, the department shall
1174 design and establish a comprehensive electronic database system
1175 that has controlled substance prescriptions provided to it and
1176| that provides prescription information to a patient’s health
1177 care practitioner and pharmacist who inform the department that
1178 they wish the patient advisory report provided to them.
1179 Otherwise, the patient advisory report will not be sent to the
1180 practitioner, pharmacy, or pharmacist. The system shall be
1181 designed to provide information regarding dispensed
1182| prescriptions of controlled substances and shall not infringe
1183| wupon the legitimate prescribing or dispensing of a controlled
1184 substance by a prescriber or dispenser acting in good faith and

1185 in the course of professional practice. The dispenser and the

1186| practitioners employed at or practicing at a controlled-

1187 substance medical clinic shall review the comprehensive

1188| electronic database system before prescribing or dispensing any

1189 controlled substances to a patient. If the dispenser identifies
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or has any issues or concerns regarding the dispensing of the

controlled substance medications, the dispenser shall

immediately contact the prescriber before dispensing the

controlled substance medication. 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), 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
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 departmenty—wher—+the direect support—organization
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1219| bBrug—Eentredt+ shall adopt rules as necessary concerning the
1220 reporting, accessing the database, evaluation, management,
1221 development, implementation, operation, security, and storage of
1222 information within the system, including rules for when patient
1223 advisory reports are provided to pharmacies and prescribers, if:

1224 1. The direct-support organization receives at least

1225 $20,000 in nonstate moneys for the prescription drug monitoring

1226| program;
1227 2. The state receives at least $20,000 in federal grants

1228 for the prescription drug monitoring program; or

1229 3. The department collects at least $20,000 through

1230 registration fees required by the state to dispense controlled

1231 substances.
1232
1233 The patient advisory report shall be provided in accordance with
1234 s. 893.13(7) (a)8. The department shall work with the

1235| professional health care licensure boards, such as the Board of
1236 Medicine, the Board of Osteopathic Medicine, and the Board of

1237 Pharmacy; other appropriate organizations, such as the Florida

1238 Pharmacy Association, #£heo6ffice—-of PbrugCcoentrels the Florida
1239 Medical Association, the Florida Retail Federation, and the

1240 Florida Osteopathic Medical Association, including those

1241 relating to pain management; and the Attorney General, the

1242 Department of Law Enforcement, and the Agency for Health Care
1243| Administration to develop rules appropriate for the prescription
1244 drug monitoring program.

1245 (c) All dispensers and prescribers subject to these

1246| reporting requirements shall be notified by the department of

1247 the implementation date for such reporting reguirements.
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(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 and diversion.

(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
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
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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.

(4) Each time a controlled substance is dispensed to an

individual, the controlled substance shall be reported to the

department through the system as—seeon—thereafter aspossible;
but not more than 24 hours +5—days after £he—date the controlled
IS RN a I +1

substance is dispensed uwraltess—anextensionisapproved—Pby—the

department—forecause—as—determined Py —rute. 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
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
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1306 facility for the developmentally disabled which is licensed in
1307 this state.
1308 (c) A practitioner when administering or dispensing a
1309 controlled substance in the health care system of the Department
1310 of Corrections.
1311 (d) A practitioner when administering a controlled
1312 substance in the emergency room of a licensed hospital.
1313 (e) A health care practitioner when administering or
1314 dispensing a controlled substance to a person under the age of
1315 l6.
1316 (f) A pharmacist or a dispensing practitioner when
1317 dispensing a one-time, 72-hour emergency resupply of a
1318 controlled substance to a patient.
1319 (6) The department may establish when to suspend and when
1320 to resume reporting information during a state-declared or
1321 nationally declared disaster.
1322 (7) (a) A practitioner or pharmacist who dispenses a
1323 controlled substance must submit the information required by
1324 this section in an electronic or other method in an ASAP format
1325 approved by rule of the department unless otherwise provided in
1326 this section. The cost to the dispenser in submitting the
1327 information required by this section may not be material or
1328 extraordinary. Costs not considered to be material or
1329 extraordinary include, but are not limited to, regqular postage,
1330 electronic media, regular electronic mail, and facsimile
1331 charges.
1332 (b) A pharmacy, prescriber, or dispenser shall have access
1333| to information in the prescription drug monitoring program’s

1334 database which relates to a patient of that pharmacy,
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prescriber, or dispenser in a manner established by the
department as needed for the purpose of reviewing the patient’s
controlled substance prescription history. Other access to the
program’s database shall be limited 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 staff is for prescription drug program
management only or for management of the program’s database and
its system in support of the requirements of this section and in
furtherance of the prescription drug monitoring program.
Confidential and exempt information in the database shall be
released only as provided in paragraph (c) and s. 893.0551.

(c) The following entities shall not be allowed 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 is confidential and
exempt under s. 893.0551. Prior to release, the request shall be
verified as authentic and authorized with the requesting
organization by the program manager, the program manager’s
program and support staff, or as determined in rules by the
department as being authentic and as having been authorized by
the requesting entity:

1. The department or its relevant health care regulatory
boards responsible for the licensure, regulation, or discipline
of practitioners, pharmacists, or other persons who are
authorized to prescribe, administer, or dispense controlled

substances and who are involved in a specific controlled
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1364 substance investigation involving a designated person for one or
1365| more prescribed controlled substances.
1366 2. The Attorney General for Medicaid fraud cases involving
1367| prescribed controlled substances.

1368 3. A law enforcement agency upon determination that

1369| probable cause exists that a crime is being committed and
1370 issuance of a search warrant regarding the during—active

1371| 4nvestigoatieons—regarding potential criminal activity, fraud, or

1372 theft regarding prescribed controlled substances.

1373 4. A patient or the legal guardian or designated health
1374 care surrogate of an incapacitated patient as described in s.
1375 893.0551 who, for the purpose of verifying the accuracy of the
1376 database information, submits a written and notarized request
1377 that includes the patient’s full name, address, and date of

1378 birth, and includes the same information if the legal guardian
1379 or health care surrogate submits the request. The request shall
1380| be validated by the department to verify the identity of the
1381 patient and the legal guardian or health care surrogate, if the
1382| patient’s legal guardian or health care surrogate is the

1383 requestor. Such verification is also required for any request to
1384 change a patient’s prescription history or other information
1385 related to his or her information in the electronic database.
1386
1387 Information in the database for the electronic prescription drug
1388| monitoring system is not discoverable or admissible in any civil
1389 or administrative action, except in an investigation and

1390 disciplinary proceeding by the department or the appropriate
1391 regulatory board.

1392 (d) The following entities shall not be allowed direct
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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
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,
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1422 the President of the Senate, and the Speaker of the House of
1423| Representatives by the department each December 1, beginning in
1424 2011. Data that does not contain patient, physician, health care
1425 practitioner, prescriber, or dispenser identifying information
1426| may be requested during the year by department employees so that
1427 the department may undertake public health care and safety
1428 initiatives that take advantage of observed trends. Performance
1429 measures may include, but are not limited to, efforts to achieve
1430 the following outcomes:
1431 (a) Reduction of the rate of inappropriate use of
1432 prescription drugs through department education and safety
1433| efforts.
1434 (b) Reduction of the gquantity of pharmaceutical controlled
1435 substances obtained by individuals attempting to engage in fraud
1436| and deceit.
1437 (c) Increased coordination among partners participating in
1438 the prescription drug monitoring program.
1439 (d) Involvement of stakeholders in achieving improved
1440| patient health care and safety and reduction of prescription
1441 drug abuse and prescription drug diversion.
1442 (9) Any person who willfully and knowingly fails to report
1443 the dispensing of a controlled substance as required by this
1444 section commits a misdemeanor of the first degree, punishable as
1445| provided in s. 775.082 or s. 775.083.
1446 (10) All costs incurred by the department in administering
1447 the prescription drug monitoring program shall be funded through

1448 federal grants, registration fees for controlled-substance

1449| medical clinics, or private funding applied for or received by

1450 the state. The department may not commit funds for the
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monitoring program without ensuring funding is available. The
prescription drug monitoring program and the implementation
thereof are contingent upon receipt of the memstate funding

provided in this subsection. The department and state government

shall cooperate with the direct-support organization established
pursuant to subsection (11) in seeking federal grant funds,
other nonstate grant funds, gifts, donations, or other private
moneys for the department so long as the costs of doing so are
not considered material. Nonmaterial costs for this purpose
include, but are not limited to, the costs of mailing and
personnel assigned to research or apply for a grant.
Notwithstanding the exemptions to competitive-solicitation
requirements under s. 287.057(3) (f), the department shall comply
with the competitive-solicitation requirements under s. 287.057
for the procurement of any goods or services required by this

section.

(11) The &ffice—of PbruogControl—Fn—coordiratieon—with+the
department+ may establish a direct-support organization that has
a board consisting of at least five members to provide
assistance, funding, and promotional support for the activities
authorized for the prescription drug monitoring program.

(a) As used in this subsection, the term “direct-support
organization” means an organization that is:

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
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1480 own name, securities, funds, objects of value, or other
1481| property, either real or personal; and make expenditures or
1482| provide funding to or for the direct or indirect benefit of the
1483 department in the furtherance of the prescription drug
1484| monitoring program.
1485 (b) The direct-support organization is not considered a
1486 lobbying firm within the meaning of s. 11.045.
1487 (c) The State Surgeon General direetorof +the Office—of

1488| bBrug—Etentredt shall appoint a board of directors for the direct-

1489 support organization. The State Surgeon General direeter may

1490 designate empltoyees—ef—+the Officeof brugLCentreds state
1491 employees other than state employees from the department, and

1492 any other nonstate employees as appropriate, to serve on the

1493 b d Maomhao v o £ + 1 bhoora o1 1 ISWANEVE T3 ENE S S 2N PN EWSE T £ + 1
Ooard. rMmemee¥rFrS—Ootr—thRe—PPOoaFSa—Sarr—Se¥rve—at—tie PreaosorC—OoOTT—cc

1494 direecteor—ofthe Offiece—of bProgCentred+- The State Surgeon

1495 General direeter shall provide guidance to members of the board

1496 to ensure that moneys received by the direct-support

1497 organization are not received from inappropriate sources.

1498 Inappropriate sources include, but are not limited to, donors,
1499 grantors, persons, or organizations that may monetarily or

1500 substantively benefit from the purchase of goods or services by
1501 the department in furtherance of the prescription drug

1502 monitoring program.

1503 (d) The direct-support organization shall operate under

1504| written contract with the department &6ffieeof PBrugCentrel. The

1505 contract must, at a minimum, provide for:
1506 1. Approval of the articles of incorporation and bylaws of
1507 the direct-support organization by the department &ffiece—-ofbrug

1508 controt.
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2. Submission of an annual budget for the approval of the
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department offiee—-of

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,
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exists 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,

distinction between the department

the direct-support organization.

7. The direct-support organization’s collecting,

and an explanation to such donors of the

expending,

and providing of funds to the department for the development,

implementation,

monitoring program as described in this section and s.

and operation of the prescription drug

2,
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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 State Surgeon General direecteoreofthe Office—of brug

Centredt. 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.

(e) The activities of the direct-support organization must

be consistent with the goals and mission of the department

Ny : ; L i ed } ces .
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corsuttation—with+thedepartments 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 offiee—ofFPbrogLtontrol—in—consuttation—withthe
department, may permit, without charge, appropriate use of

administrative services, property, and facilities of the &ffiee

313

rag—Ceorntreot—and—the department by the direct-support

A

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 &ffiee

reot—and—the department may be held by—the Offiece—-of

rag—Ceontret—oer in a separate depository account in the name of

the direct-support organization amd—sSubiect—+to—theprovisions—oF
+ 1 let+r+ o PN mandt  coa 1 OFF- ~ £ Moypnay Ao ] The
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1596 the use of any administrative services, property, or facilities
1597 of the state by a direct-support organization if that
1598 organization does not provide equal membership and employment
1599 opportunities to all persons regardless of race, color,
1600 religion, gender, age, or national origin.
1601 (h)«4+> The direct-support organization shall provide for an
1602 independent annual financial audit in accordance with s.
1603 215.981. Copies of the audit shall be provided to the Office of
1604 Drug Control and the Office of Policy and Budget in the
1605| Executive Office of the Governor.
1606 (i)43> The direct-support organization may not exercise any
1607 power under s. 617.0302(12) or (16).
1608 (12) A prescriber or dispenser may have access to the
1609 information under this section which relates to a patient of
1610 that prescriber or dispenser as needed for the purpose of
1611 reviewing the patient’s controlled drug prescription history. A
1612| prescriber or dispenser acting in good faith is immune from any
1613 civil, criminal, or administrative liability that might
1614 otherwise be incurred or imposed for receiving or using
1615 information from the prescription drug monitoring program. This
1616 subsection does not create a private cause of action, and a
1617| person may not recover damages against a prescriber or dispenser
1618 authorized to access information under this subsection for
1619| accessing or failing to access such information.
1620 (13) To the extent that funding is provided for such
1621| purpose through federal or private grants or gifts and other

1622 types of available moneys, the department—ian—ecollabeoration—with

1623 the—Office—of Prug—LCoentrets shall study the feasibility of

1624 enhancing the prescription drug monitoring program for the
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purposes of public health initiatives and statistical reporting
that respects the privacy of the patient, the prescriber, and
the dispenser. Such a study shall be conducted in order to
further improve the quality of health care services and safety
by improving the prescribing and dispensing practices for
prescription drugs, taking advantage of advances in technology,
reducing duplicative prescriptions and the overprescribing of
prescription drugs, and reducing drug abuse. The requirements of
the National All Schedules Prescription Electronic Reporting
(NASPER) Act are authorized in order to apply for federal NASPER
funding. In addition, the direct-support organization shall

provide funding for the department—Frn—eellaboration—with +the

O£ ~ P Y
[ S S N W ) L JJ_LLA\j

certreds to conduct training for health care
practitioners and other appropriate persons in using the
monitoring program to support the program enhancements.

(14) A pharmacist, pharmacy, or dispensing health care
practitioner or his or her agent, before releasing a controlled
substance to any person not known to such dispenser, shall
require the person purchasing, receiving, or otherwise acquiring
the controlled substance to present valid photographic
identification or other verification of his or her identity to
the dispenser. If the person does not have proper
identification, the dispenser may verify the validity of the
prescription and the identity of the patient with the prescriber
or his or her authorized agent. Verification of health plan
eligibility through a real-time inquiry or adjudication system
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
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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 December 1, 2011 oeteber—3+—26+0, 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.

Section 11. Subsection (4) of section 893.0551, Florida
Statutes, is amended to read:

893.0551 Public records exemption for the prescription drug
monitoring program.-—

(4) The department shall disclose such confidential and
exempt information to the applicable law enforcement agency in
accordance with s. 893.055(7) (f). The law enforcement agency may
disclose the confidential and exempt information received from
the department to a criminal justice agency as defined in s.

119.011 pursuant to a search warrant as—paertefan—activ

investigatiern that is specific to a violation of s.
893.13(7) (a)8., s. 893.13(8) (a), or s. 893.13(8) (b).
Section 12. This act shall take effect July 1, 2011.
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