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l. Summary:

Committee Subgtitute for Senate Bill 28-E requires the Department of Hedlth, Bureau of
Pharmacy Services, by July 1, 2003, to design and establish an dectronic prescription monitoring
system in FHoridafor Schedule |1 controlled substances; other drugs designated by the Secretary
of Hedlth by rule; and codeine, hydrocodone, dihydrocodeine, ethylmorphine, and morphine, as
scheduled in Schedule |1 and Schedule I11. The Secretary of Health may, by rule, desgnate any
other drug for incdluson in the system after making a determination that the drug is a drug of

abuse and after the consideration of specified criteria. A 16-member advisory council is created
to asss the Secretary of Hedlth with the prescription monitoring system.

Certain data must be reported to the Department of Hedlth, Bureau of Pharmacy Services, each
time the designated drugs are dispensed. An exception to the reporting requirements under the
electronic monitoring system is created for controlled substances or drugs that: (1) are ordered
from an ingtitutiona pharmacy licensed under s. 465.19(2), F.S., in accordance with inditutional
policy for such controlled substances or drugs; or (2) are administered by a hedlth care
practitioner to a patient or resdent receiving care from a hospital, nursng home, assisted living
facility, home heslth agency, hospice or intermediate care facility for the developmentally
disabled which islicensed in Horida

The bill establishes a prescription program for controlled substances in Schedule 11; codeine,
hydrocodone, dihydrocodeine, ethylmorphine, and morphine, as scheduled in Schedule 11 and
Schedule I11; and other drugs included in the eectronic prescription monitoring system as
designated by the Secretary of Hedth, by rule.

The bill requires the Board of Medicine and the Board of Osteopathic Medicine to adopt rulesto
establish guiddines for physicians to prescribe controlled substances to patients in emergency
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department settings. Each person licensed as a medicd physician, osteopathic physician,
podiatric physcian, naturopathic physician, physician assstant or dentist is required to complete
a 1-hour educational course on gppropriate prescribing and pharmacology of controlled
substances as part of the initiad renewa of the licensee' s license after January 1, 2003, in lieu of
current HIV/AIDS continuing education requirements. Failure to teke the course will result ina
forfeiture of the privilege to prescribe or dispense controlled substances. Resident physicians or
fellows are required to complete a 1-hour educationa course on the prescribing of controlled
substances as a condition of initia regigration to practice in Florida

The Department of Hedlth or its agents, within 10 working days of its receipt of sufficient
evidence, must review and if appropriate, recommend to the Secretary of the Department of
Hesdlth, the suspension or rediriction of the license of a hedlth care practitioner who is authorized
to prescribe, dispense, or administer controlled substances for specified violations relating to the
prescribing, dispensing or administering of controlled substances. Law enforcement agencies and
prosecutors must notify and provide investigative and charging information to the FHoorida
Department of Health regarding the arrest and formal charging of any licensed hedth care
practitioner who is authorized to prescribe, administer or dispense controlled substances. The
Horida Department of Law Enforcement and the Department of Hedlth must study the feasibility
of expanding the dectronic exchange of information to facilitete the transfer of crimind history
information involving licensed hedlth care practitioners. The Medicad Examiner’s Commission
must report any deaths involving lethd levels of controlled substances based on autopsy reports
to the Department of Hegth.

The digpensing of Schedule I11 controlled substances is limited to athirty day supply based upon
an ord prescription. Any person who is dispensed controlled substances must show suitable
identification to the dispensng pharmacit. If the person does not have suitable identification or

if it isimpracticable to obtain identification, the pharmacist mugt verify the vdidity of the
prescription and identity of the patient with the prescribing practitioner as provided by rule of the
Board of Pharmacy. Exceptions are specified to the requirements for dispensing pharmacists to
obtain suitable identification. Pharmacists must maintain arecord of identity verification.

The hill provides an appropriation of $1,050,000 to the Department of Hedlth for fiscd year
2002-2003.

The bill has an effective date of July 1, 2002.

This bill creates five undesignated sections of law and amends ss. 456.033, 458.345, 461.013,
and 893.04, F.S.

Present Situation:
OxyContin

The diversion of controlled substances from legitimate sources into illicit sreet drug trafficisa
magor problem that confronts the nation. Recent reports on the abuse of OxyContin® have
initiated a number of responses from the states. Diversion of OxyContin appearsto be
concentrated in rurd areas and eastern states but is quickly spreading according to the United
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States Drug Enforcement Adminigtration. According to the Office of Diverson Control within
the United States Drug Enforcement Administration in a recent report*, concern has been
growing among federd, state, and locd officias about the dramétic increase in theillicit
availability and abuse of the prescription drug OxyContin®. OxyContin® is a controlled release
form of Schedule Il oxycodone which is legitimately used as a medication to treat moderate to
severe pain. Abusers can easly compromise the controlled release formulation for a powerful
morphine-like high which has resulted in: fraudulent prescriptions; “doctor shopping;” over-
prescribing; pharmeacy theft; organized rings of individuas diverting and sdlling the drug; and
foreign smuggling into the United States.

Prescription Monitoring Systems

In an effort to control the diverson of controlled substances, over fifteen states have established
prescription monitoring systems. Prescription monitoring systems collect prescription data from
pharmacies in either paper or dectronic format. The data may be reviewed and andyzed for
educationa, public hedlth, and investigationa purposes. The gods of prescription monitoring
systems are dependent on the mission of the state agency that operates the program or uses the
data. Each gtate that has implemented a prescription monitoring program hasits own set of gods
for its program.

Prescription monitoring systems may cover a specified number of controlled substances. Severd
states cover only controlled substances listed in Schedule 11, while others cover arange of
controlled substances listed in Schedules 11 through V. Prescription monitoring systems may
combine the use of seriaized prescription forms by prescribing practitionersthat is tracked by
date officids and an dectronic data system that tracks the prescriptions. Cdiforniaand Texas
arethe only statesto require the use of a seridized triplicate form. New Y ork recently moved
from the use of aftriplicate prescription form to a seridized single copy, effective June 1, 2001.
Each program achieves different objectives and offers advantages for drug diversion control
efforts that cannot be achieved through ether program acting done. A multiple-copy
prescription or Sngle-copy prescription seridized form program provides the opportunity,
through analysis of the deta, to identify the prescribers who may be involved in inappropriate
prescribing and patients who may be “ doctor- shopping” for prescription drugs. A multiple-copy
prescription or single-copy seridized form program discourages “ doctor shopping” by persons
who vist severd unsuspecting physicians during a short period of time and obtain prescriptions
for controlled substances by feigning iliness and other illegd behavior. The use of a seridized
form, be it angle, duplicate, or triplicate, may provide the following advantages.

Eliminates as a deterrent dmost dl forgeries and counterfeit prescriptions.

Prevents unlicensed persons or practitioners who have been disciplined from writing
prescriptions for heavily abused drugs without affecting prescriptions for non-abused drugs.
Sgnificantly reduces emergency room vidgts involving drugs requiring the form as reported
by the Drug Abuse Warning Network program of the United States Drug Enforcement
Adminigration.

L “\Working to Prevent the Diversion and Abuse of OxyContin®,” United States Drug Enforcement Administration, June 12,
2001.
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Increases pharmacigts ability to determine whether the prescriptions are vaid and written for
the patient submitting the form.

Provides strong evidence in diversion cases because each seridized form isassgned to a
gpecific, individud practitioner.

Provides an evidence trail beginning with the practitioner's sgnature on the form for the
prescription blanks and, later in the process, additiona information is added including the
patient's name, the drug, the dispensing pharmacy and the dispensing pharmaci<t, thereby
providing an audit trail for the prescribing and dispensing of controlled substances for Sate
regulatory and law enforcement officas.

Provides physcians with the convenience of a permanent record for their patient files of each
prescription written.

Advantages of an dectronic prescription data collection system include the following:

Identifies "doctor shoppers' by tracking dl their prescribing physicians and purchases from
pharmacies.

Provides complete and religble information on prescribing and dispensing activities so that
investigators can identify, rank and set priorities for cases.

Maximizes investigators effectiveness by providing prescription data in a convenient,
comprehengve and timely method.

Reduces intrusion into professiona practices because investigators no longer need to make
office vidts to gather information on practitioner prescribing peatterns.

Reduces the need for investigators to make pharmacy vigtsin order to gather dataon
pharmacy or pharmacists dispensing patterns.

Controlled Substances

Chapter 893, F.S,, sets forth the Florida Comprehensive Drug Abuse Prevention and Control Act.
The chapter classfies controlled substances into five schedulesin order to regulate the
manufacture, distribution, preparation, and dispensing of the substances. Substancesin Schedule
| have a high potentia for abuse and have no currently accepted medica usein the United States.
Schedule Il drugs have a high potentid for abuse and a severely restricted medical use. Cocaine
and morphine are examples of Schedule Il drugs. Schedule I11 controlled substances have less
potential for abuse than Schedule | or Schedule |1 substances and have some accepted medical
use. Substances listed in Schedule 111 include anabolic steroids, codeine, and derivatives of
barbituric acid. Schedule IV and Schedule V' substances have alow potentia for abuse,
compared to substances in Schedules, 11, and 111, and currently have accepted medica use.
Substancesin Schedule IV include phenobarbitd, librium, and vaium. Substances in Schedule V
include certain stimulants and narcotic compounds. The chapter defines practitioner to mean a
licensed medical physician, alicensed dentist, alicensed veterinarian, alicensed osteopathic
physician, alicensed naturopathic physcian, or alicensed podiatrist, if such practitioner holdsa
vaid federa controlled substance registry number. The prescribing of controlled substancesisa
privilege that is separate from the regulation of the practice of the prescribing practitioner.

Section 893.05, F.S,, alows a practitioner, in good faith and in the course of his or her
professona practice only to prescribe, administer, dispense, mix, or otherwise prepare a
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controlled substance, or the practitioner may direct the administration of a controlled substance
by alicensed nurse or an intern practitioner under his or her direction and supervison.

Section 893.04, F.S,, authorizes a pharmaci<t, in good faith and in the course of professiona
practice only to digpense controlled substances upon awritten or oral prescription under
gpecified conditions. An ord prescription for controlled substances must be promptly reduced to
writing by the pharmacist. The written prescription must be dated and signed by the prescribing
practitioner on the day when issued. There must appear on the face of the prescription or written
record for the controlled substance: the full name and address of the person for whom, or the
owner of the anima for which, the controlled substance is dispensed; the full name and address
of the prescribing practitioner and the prescriber’ s federa controlled substance registry number
must be printed thereon; if the prescription isfor an animd, the species of animd for which the
controlled substance is prescribed; the name of the controlled substance prescribed and the
srength, quantity, and directions for the use thereof; the number of the prescription, as recorded
in the prescription files of the pharmeacy in which it isfiled; and the initids of the pharmacist
filling the prescription and the date filled. Section 893.04(1)(d), F.S., requires the proprietor of
the pharmacy in which a prescription for controlled substancesis filled to retain the prescription
on filefor aperiod of 2 years. The chapter requires the origina container in which a controlled
substance is digpensed to bear alabel with specified information.

Chapter 893, F.S., imposes other limitations on controlled substance prescriptions. A prescription
for aSchedule 11 controlled substance may be dispensed only upon awritten prescription of a
practitioner, except in an emergency Stuation, as defined by regulation of the Department of
Hedlth, when such controlled substance may be dispensed upon ora prescription. No
prescription for a Schedule Il controlled substance may be refilled. 2 No prescription for a
controlled substance listed in Schedules i1, 1V, or V may be filled or refilled more than five

times within a period of 6 months after the date on which the prescription was written unless the
prescription is renewed by a practitioner.® A pharmacist may dispense a one-time emergency
refill of up to a 72-hour supply of the prescribed medication for any medicina drug other than a
medicina drug listed in Schedulell.

Section 893.11, F.S,, provides that upon the conviction in any court of any person holding a
license, permit, or certificate issued by a state agency, for sde of, or trafficking in, a controlled
substance or for conspiracy to sdl, or traffic in, acontrolled substance, if such offenseisa
fdony, the clerk of said court must send a certified copy of the judgment of conviction with the
person’s license number to the agency head by which the convicted defendant has received a
license, permit, or certificate. Such agency head must suspend or revoke the license, permit, or
certificate of the convicted defendant to practice his or her professon or to carry on hisor her
business. The agency head may reingtate the license of the convicted defendant upon a showing
that such person has had his or her civil rights restored or upon a showing that the defendant has
met other criteria specifiedin s. 893.11, F.S.

Section 893.13(7)(a)1.-8., F.S., provides that each of the following acts conditutes a
misdemeanor of the first degree, punishable by jail time of up to 1 year and afine of up to $1,000

2 Section 893.04(2)(f), F.S.
3 Section 893.04(1)(g), F.S.
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and any second or subsequent violation is currently punishable as a third degree felony:
distributing or dispensing a controlled substance in violation of ch. 893, F.S,; refusing or faling

to make, keep, or furnish any record, notification, order form, statement, invoice, or information
required by ch. 893, F.S.; refusing entry into any premises for any ingpection or refusing to alow
an ingpection authorized by ch. 893, F.S,; distributing a controlled substance named or described
in Schedule | or Schedule I except pursuant to an order form; keeping or maintaining any store,
shop, warehouse, dwelling, building, vehicle, boat, aircraft, other structure or place which is
resorted to by persons using controlled substances in violation of ch. 893, F.S,, for the purpose of
using these substances, or which is used for kegping or sdling them in violation of ch. 893, F.S;;
using to his or her persona advantage, or to reved, any information obtained in a prosecution or
adminidrative hearing for aviolation of ch. 893, F.S.; withholding information from a

practitioner from whom the person seeks to obtain a controlled substance or a prescription for a
controlled substance that the person has received a controlled substance or a prescription for a
controlled substance from another practitioner within the last 30 days; possessing a prescription
form which has not been completed and signed by the practitioner whose name appears printed
thereon, unless the person isthat practitioner, is apharmacit, or isasupplier of prescription
formswho is authorized by that practitioner to possess those forms.

Section 893.13(7)(a) 9.-11., F.S,, pecifies that the following offenses are punishable as a third
degree felony: acquiring or obtaining, or attempting to acquire or obtain, or possess a controlled
substance by misrepresentation, fraud, forgery, deception, or subterfuge; affixing any fase or
forged labd to a package or receptacle containing a controlled substance; and furnishing false or
fraudulent materid information in, or omit any materia information from, any report or other
document required to be kept or filed under ch. 893, F.S., or any record required to be kept by
ch. 893, F.S.

Section 893.13(8), F.S., provides that the crimina provisonsin s. 893.13(1)-(7), F.S., are not
gpplicable to the ddivery to, or actua constructive possession for medicd or scientific use or
purpose only of controlled substances by, personsincluded in any of the following classes, or the
agents or employees of such persons, for usein the usual course of their business or profession
or in the performance of their official duties which include: pharmacigts; practitioners; persons
who procure controlled substances in good faith and in the course of professiond practice only ,
by or under the supervison of pharmacists or practitioners employed by them, or for the purpose
of lawful research, teaching, or testing, and not for resale; hospitals that procure controlled
subgtances for lawful adminigtration by practitioners, but only for use by or in the particular
hospital; officers or employees of state, federd, or local governments acting in their officid
cagpacity only, or informers acting under their jurisdiction; common carriers, manufacturers,
wholesdlers, and digtributors; or law enforcement officers for bona fide law enforcement

purposes in the course of an active crimind investigation.

In addition to the Florida Comprehensive Drug Abuse Prevention and Control Act, other Florida
laws govern the practice of hedlth care professonds. The practice acts that govern the health
care professionas who may prescribe, dispense, or administer controlled substances specify
regulations that set practice standards these professionals must meet. Hedlth care professonds
are subject to disciplinary action by their regulatory boards for violating their practice sSandards.
The Medicd Practice Act (chapter 458, F.S.) specifies severd grounds for which aphysician
may be subject to discipline by the board for acts relating to the prescribing of drugs. Such
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violations include: prescribing, digopensing, administering, mixing, or otherwise preparing a

legend drug, including any controlled substance, other than in the course of the physician's
professond practice; prescribing, dispensing, administering, or mixing a controlled substance to
himsdf or hersdf unless such drug is prescribed, dispensed, or administered by another qualified
practitioner; and presigning blank prescription forms. Other hedlth care professona practice acts
for those practitioners who may prescribe controlled substances contain similar provisions.*

Pharmacigts are subject to discipline for violaions reaing to digpensing which include violating:
ch. 499, F.S,, relating to drugs, devices and household products; the Federa Food, Drug, and
Cosmetic Act, the Comprehensive Drug Abuse Prevention and Control Act (federd law relating
to controlled substances), or ch. 893, F.S,, relating to controlled substances; and for
compounding, dispensing, or distributing alegend drug, including any controlled substance,
other than in the course of the professiond practice of pharmacy. Nurses are prohibited from
engaging or attempting to engage in the possession, sae, or ditribution of controlled substances
for any other than legitimate purposes authorized by part I, ch. 464, F.S.

Disciplinary Procedures

Section 456.073, F.S,, setsforth procedures the Department of Hedth must follow in order to
conduct disciplinary proceedings againg practitioners under its jurisdiction. The department, for
the boards under itsjurisdiction, must investigate al written complaintsfiled with it thet are
legdly sufficient. Complaints are legdly sufficient if they contain facts, which, if true, show that
alicensee has violated any gpplicable regulations governing the licensee' s profession or
occupdtion. Even if the origina complainant withdraws or otherwise indicates a desire that the
complaint not be investigated or prosecuted to its completion, the department at its discretion
may continue its investigation of the complaint. The department may investigate anonymous,
written complaints or complaints filed by confidentid informantsif the complaints are legdly
sufficient and the department has reason to believe after a preliminary inquiry that the aleged
violaions are true. If the department has reasonable cause to believe that alicensee has violated
any gpplicable regulations governing the licensee' s profession, the department may initiate an
investigation on its own.

When investigations of licensees within the department’ s jurisdiction are determined to be
complete and legally sufficient, the department is required to prepare, and submit to a probable
cause pand of the appropriate board, if thereis a board, an investigative report dong with a
recommendation of the department regarding the existence of probable cause. A board has
discretion over whether to delegate the responsibility of determining probable cause to the
department or to retain the responsibility to do so by appointing a probable cause pand for the
board. The determination as to whether probable cause exists must be made by mgority vote of a
probable cause panel of the appropriate board, or by the department if there is no board or if the
board has delegated the probable cause determination to the department.

The subject of the complaint must be notified regarding the department’ s investigation of aleged
violations that may subject the licensee to disciplinary action. When the department investigates

4 Sees 459,015, F.S. (osteopathic physicians); s. 461.013, F.S. (podiatric physicians); s. 462.14, F.S. (naturopathic
physicians); and s. 466.028, F.S. (dentists).
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acomplaint, it must provide the subject of the complaint or her or his attorney a copy of the
complaint or document that resulted in the initiation of the investigation. Within 20 days after the
service of the complaint, the subject of the complaint may submit awritten response to the
information contained in the complaint. The department may conduct an investigation without
natification to the subject if the act under investigation isa crimind offense. If the department’s
secretary or her or his designee and the chair of its probable cause pand agree, in writing, that
natification to the subject of the investigation would be detrimenta to the investigation, then the
department may withhold notification of the subject.

If the subject of the complaint makes awritten request and agrees to maintain the confidentidity
of the information, the subject may review the department’ s complete investigative file. The
licensee may respond within 20 days of the licensee sreview of the investigetive file to
information in the file beforeit is consdered by the probable cause panel. Complaints and
information obtained by the department during its investigations are exempt from the public
records law until 10 days after probable cause has been found to exist by the probable cause
pand or the department, or until the subject of the investigation waives confidentidity. If no
probable cause is found to exigt, the complaints and information remain confidentia in

perpetuity.

When the department presents its recommendations regarding the existence of probable cause to
the probable cause pand of the appropriate board, the pand may find that probable cause exists
or does not exig, or it may find that additiond investigative information is necessary in order to
make its findings regarding probable cause. Probable cause proceedings are exempt from the
noticing requirements of ch. 120, F.S. After the pand convenes and receives the department’s
final invedtigative report, the pand may make additiond requests for investigative information.
Section 456.073(4), F.S., specifies time limits within which the probable cause pand may
request additiona investigative information from the department and within which the probable
cause panel must make a determination regarding the existence of probable cause. Within 30
days of receiving the fina investigative report, the department or the appropriate probable cause
pand must make a determination regarding the existence of probable cause. The secretary of the
department may grant an extension of the 15-day and 30-day time limits outlined in

S. 456.073(4), F.S. If the pand does not issue aletter of guidance or find probable cause within
the 30-day time limit as extended, the department must make a determination regarding the
existence of probable cause within 10 days after the time limit has elapsed.

Instead of making afinding of probable cause, the probable cause pand may issue aletter of
guidance to the subject of adisciplinary complaint. Letters of guidance do not condtitute
discipline. If the pand finds that probable cause exidts, it must direct the department to filea
forma adminidrative complaint againgt the licensee under the provisons of ch. 120, F.S. The
department has the option of not prosecuting the complaint if it finds that probable cause has
been improvidently found by the probable cause pand. In the event the department does not
prosecute the complaint on the grounds that probable cause was improvidently found, it must
refer the complaint back to the board that then may independently prosecute the complaint. The
department must report to the appropriate board any investigation or disciplinary proceeding not
before the Divison of Adminigrative Hearings under ch. 120, F.S., or otherwise not completed
within 1 year of thefiling of the complaint. The appropriate probable cause pand then hasthe
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option to retain independent legal counsdl, employ investigators, and continue the investigation,
as it deems necessary.

When an adminigtrative complaint isfiled againgt a subject based on an dleged disciplinary
violation, the subject of the complaint isinformed of her or hisright to request an informa

hearing if there are no disputed issues of materia fact, or aforma hearing if there are disputed
issues of materia fact or the subject disputes the alegations of the complaint. The subject may
waive her or hisrights to object to the dlegations of the complaint, which alows the department
to proceed with the prosecution of the case without the licensee' s involvement. Once the
adminigtrative complaint has been filed, the licensee has 21 days to respond to the department. If
the subject of the complaint and the department do not agree in writing that there are no disputed
issues of materid fact, s. 456.073(5), F.S,, requires aforma hearing before a hearing officer of
the Divison of Adminigtrative Hearings under ch 120, F.S. The hearing provides aforum for the
licensee to dispute the alegations of the adminigtrative complaint. At any point before an
adminigrative hearing is held the licensee and the department may reach a settlement. The
settlement is prepared by the prosecuting attorney and sent to the appropriate board. The board
may accept, rgject, or modify the settlement offer. If accepted, the board may issue afina order
to digpose of the complaint. If rgected or modified by the board, the licensee and department
may renegotiate a settlement or the licensee may request aforma hearing. If ahearing isheld,

the hearing officer makes findings of fact and conclusions of law that are placed in a
recommended order. The licensee and the department’ s prosecuting attorney may file exceptions
to the hearing officer’ s findings of facts. The boards resolve the exceptions to the hearing

officer’ sfindings of facts when they issue afind order for the disciplinary action.

The boards within the Department of Hedth have the status of an agency for certain
adminidrative actions, including licensee discipline. A board may issue an order imposing
discipline on any licensee under itsjurisdiction as authorized by the professon’s practice act and
the provisons of ch. 456, F.S. Typicaly, boards are authorized to impaose the following
disciplinary pendties againgt licensees: refusd to certify, or to certify with redtrictions, an
gpplication for alicense; suspension or permanent revocation of alicense; redtriction of practice
or license; imposition of an adminigrative fine for each count or separate offense; issuance of a
reprimand or letter of concern; placement of the licensee on probation for a specified period of
time and subject to specified conditions; or corrective action. The department contracts with the
Agency for Hedth Care Adminidtration to investigate and prosecute disciplinary complaints.

Emergency Suspension of License

Section 120.60(6), F.S., authorizes an agency to take emergency action against alicenseeif the
agency finds that immediate serious danger to the public hedth, safety, or wdfare requires
emergency suspension, restriction, or limitation of a license. The agency may take such action
by any procedure that isfair under the circumstancesif: the procedure provides at least the same
procedural protection asis given by other statutes, the State Condtitution, or the United States
Condtitution; the agency takes only that action necessary to protect the public interest under the
emergency procedure; and the agency states in writing a the time of, or prior to, its action the
specific facts and reasons for finding an immediate danger to the public hedlth, safety, or welfare

® Similar procedures are required for emergency rulemaking under the Administrative Procedure Act (s 120.54(4)(a), F.S)
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and its reasons for concluding that the procedure used isfair under the circumstances. The
agency’ sfindings of immediate danger, necessity, and procedurd fairness arejudicialy
reviewable.® Summary suspension, restriction, or limitation may be ordered, but a suspension or
revocation proceeding under ss. 120.569 and 120.57, F.S., must dso be promptly ingtituted and
acted upon.

Section 456.073, F.S., empowers the Secretary of the Department of Health to summarily
suspend a hedlth care practitioner’ s license to practice his or her profession, in accordance with
s. 120.60(6), F.S.

AIDS/HIV Continuing Education

Section 456.033, F.S., provides continuing education requirements on human immunodeficiency
virus and acquired immune deficiency syndrome (HIV/AIDS) for hedth care professonds
licensed or certified under chapter 457, F.S. (acupuncture), chapter 458, F.S. (medical practice),
chapter 459, F.S. (osteopathic medicine), chapter 464, F.S. (nursing), chapter 465, F.S.,
(pharmacy), chapter 466, F.S. (dentistry and dental hygiene), partsll, 111, V, and X of chapter
468, F.S. (nursgng home administration, occupationd therapy, respiratory therapy, and dietetics
and nutrition practice), and chapter 486, F.S. (physica therapy). The appropriate board must
require professionals under its jurisdiction to complete a 1- hour continuing education course
approved by the board on AIDS/HIV as apart of the professiona’ s relicensure or recertification
every 2 years. The course must consst of education on the modes of transmission, infection
control procedures, clinical management, and prevention of AIDS/ HIV. Such course must
include information on current Floridalaw on AIDS and its impact on testing, confidentidity of
testing results, trestment of patients, and any protocols and procedures gpplicable to HIV
counsdling and testing, reporting, the offering of HIV testing to pregnant women, and partner
notification.

Each licensee or certificate holder must submit confirmation of having completed such course,
on aform provided by the board when submitting fees for each renewd. A professiond is
subject to discipline for failure to comply with the requirements to complete the required
AIDSHIV course. As a condition of granting a license, gpplicants for initid licensure must
complete acourse on AIDSHIV or show good cause for not completing the requirement and
then be alowed 6 months to do so. The board may approve additiona equivaent courses that
may be used to satisfy the AIDS/HIV course requirements. Any person holding two or more
licenses must be permitted to show proof of having taken one board-approved course on
AIDSHIV.

The AIDSHIV continuing education requirement in s. 456.033, F.S., was amended to provide a
hedlth care professiona the option of completing an end- of-life care and paliative hedth care
coursein lieu of an AIDS/HIV course for licensure and licensure renewd, if the hedth care
professond has completed an AIDS/HIV course in the immediately preceding 2 years.

The AIDS/HIV continuing educetion requirement in s. 456.033, F.S., was amended last year to
provide alicensed dentist or dentd hygienist the option of completing a course approved by the

6 Seedsn, s 12068, F.S,, which provides for immediate judicial review of final agency action.
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Board of Dentigry in lieu of an AIDS/HIV course for licensure renewd, if the licensed dentist or
dentd hygienist has completed an AIDS/HIV course in the immediately preceding 2 years.

[I. Effect of Proposed Changes:

Section 1. Creates an undesignated section of law to require the Board of Medicine and the
Board of Ogteopathic Medicine to adopt rules to establish guidelines for prescribing controlled
substances to patients in emergency department settings. The guiddines must dlow physciansto
provide legitimate medica treatment of acute and chronic pain and require them to recognize and
prevent abuse of pain medications prescribed in emergency department settings. The guiddines
must also consider the requirements of state and federd law and of the Joint Commission on the
Accreditation of Hedthcare Organizations. Each board must consult with the Florida College of
Emergency Physciansin developing these guiddines.

Section 2. Creates an undesignated section of law to require each person licensed as amedical,
osteopathic, podiatric, or naturopathic physician, physician assistant, or dentist to complete a
1-hour education course, approved by the board, on appropriate prescribing and pharmacology of
controlled substances, as part of the licensees' initid license renewa after January 1, 2003, in
lieu of current HIV/AIDS continuing education requirements. Elements of the course are
specified and indlude education in: the state and federd laws and rules governing the prescribing
and dispensing of controlled substances; appropriate evaluation of patients for any risk of drug
diversion and abuse of controlled substances; the use of informed consent and other protocols;
the need to keep accurate and complete medica records to jugtify treatment with controlled
substances; addiction and substance abuse issues with respect to patients; the appropriate use of
recognized pain management guidedlines, and the need for consultation and referra of patients
who are at risk for misuse of medication or diverson of controlled substances, when appropriate.
Exceptions are provided for licensees who hold two or more licenses.

Applicants who fail to complete the requirement are subject to disciplinary action and in
addition to any discipline must complete the course. The licensee must complete the course no
later than one year after firgt recelving notice of disciplinary action. Unless the board grants the
licensee awaiver for good cause shown, the licensee forfeits the privilege to prescribe or
dispense controlled substances until the licensee completes the course.

An applicant for initid licensure must complete an educationa course in the appropriate
prescribing and pharmacology of controlled substances and shall be dlowed 6 months within
which to complete this requirement. The board may adopt rules needed to administer this section.

Section 3. Creates an undesignated section of law to require the Department of Hedlth or its
agents, within 10 working days of its receipt of sufficient evidence from any agency authorized
to enforce ch. 893, F.S,, relating to controlled substances, regarding a violation by alicensed
hedlth care practitioner who is authorized to prescribe, dispense, or administer controlled
substances, to review the case and if the practitioner is a danger to the public hedth, safety, or
welfare as sat forth in s. 120.60(6), F.S., to recommend to the Secretary of the Department of
Hedlth, the suspension or redtriction of the license of a hedth care practitioner who is authorized
to prescribe, dispense, or administer controlled substances for pecified disciplinary violaions.
Such violationsinclude: prescribing, dispensing, adminigtering, mixing, or otherwise preparing a
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legend drug, including any controlled substance, other than in the course of the physician’s or
dentist’ s professond practice; prescribing, dispensing, administering, or mixing a controlled
substance to himself or herself unless such drug is prescribed, dispensed, or administered by
another qualified practitioner; engaging or attempting to engage in the possession, sale, or
digtribution of controlled substances for any other than legitimate purposes authorized by part I,
ch. 464, F.S,; presigning blank prescription forms; violating ch. 499, F.S,, relating to drugs,
devices and household products, the Federal Food, Drug, and Cosmetic Act, the Comprehensive
Drug Abuse Prevention and Control Act (federd law relating to controlled substances), or ch.
893, F.S,, rdating to controlled substances; and compounding, dispensing, or distributing a
legend drug, including any controlled substance, other than in the course of the professond
practice of pharmacy. The Department of Health must recommend the suspension or restriction
of the practitioner’ s license to the Secretary of the Department of Health within 10 working days
after recaiving such evidence. If a sufficient bassisfound to exigt, the Secretary of Hedlth must
suspend or redtrict the license of the practitioner in accordance with section 120.60(6), F.S.

Section 4. Creates an undesignated section of law to require law enforcement agenciesto notify
and provide invedtigative informétion to the Department of Hedlth regarding the arrest of any
practitioner to facilitate the efficiency of the Department of Hedth's investigation of gpplicable
violationsinvolving the diversion of controlled substances by such practitioners. State attorneys
and the Statewide Prosecutor are also required to provide the Department of Hedth with a copy
of any indictment or information formaly charging a hedth care practitioner

The Medicd Examiner’s Commission within FDLE must provide quarterly to the Department of
Hedlth any information, including the medica higtory and medical care at the time of death, for
degths involving lethd levels of controlled substances. Under current law, the Department of
Hedlth or the board having regulatory authority over the practitioner may initiate an investigation
when it has reasonable grounds to believe that the practitioner has violated any applicable law
related to the practitioner’s practice (see s. 456.073(1), F.S.). If the person arrested or charged is
aso licensad by the ate in another field or profession, the Department of Hedlth must forward
the information to the gppropriate licensng entity.

The Department of Hedth and FDLE must study the feasibility of expanding the eectronic
exchange of information to facilitate the transfer to the Department of Hedlth of crimind history
information involving licensed hedth care practitioners who are authorized to prescribe,
adminigter, or digpense controlled substances. The study must address whether the collection and
retention of fingerprint information of doctors and nursesis advisable as ameans of better
regulating such practitioners. The Department of Law Enforcement must investigate the
feadhility of the dectronic tranamisson of information from medicd examiners within Horida

to the Department of Hedlth regarding autopsies and other public records that attribute desth to
controlled substance abuse. The Department of Law Enforcement in consultation with the
Department of Health must submit areport of its findings to the Legidature by November 1,
2002.

Section 5. Creates an undesignated section of law to require, by July 1, 2003, the Department of
Hedth, Bureau of Pharmacy Services to design and establish an eectronic syslem to monitor the
prescribing of Schedule |1 controlled substances; other drugs designated by the Secretary of
Hedlth under this section; and codeine, hydrocodone, dihydrocodeine, ethylmorphine, and
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morphine, as scheduled in Schedule Il and Schedule 111, by hedth care practitioners within
Florida or the dispensing of such controlled substances to an address within FHoridaby a
pharmacy permitted or registered by the Board of Pharmacy. The design of the eectronic system
to monitor the prescribing of these controlled substances and drugs must be consigtent with the
Nationd Council of Prescription Drug Programs standards or the American Society for
Automation in Pharmacy standards. The Secretary of Hedlth may, by rule, designate any other
drug for incluson in the eectronic monitoring system after making a determination that the drug
isadrug of abuse. The Secretary of Health must consider the recommendeations of the
prescription-monitoring advisory council before designating adrug of abuse for incluson in the
monitoring system and only after he or she determines that the current leve of regulation over
the prescribing and dispensing of such drug is inadequate and that the drug has a high potentia
for abuse or is being excessively misused, abused, or diverted into illicit drug trafficking.

Beginning September 1, 2002, or upon the effective date of the rule adopted by the Board of
Pharmacy, whichever islater, specified data regarding controlled substances or drugs subject to
the requirements of the monitoring system must be timely reported, within 30 days &fter the date
the controlled substance is dispensed, to the Department of Hedlth, Bureau of Pharmacy
Services. The specified data must include the patient’ s name and address, the nationd drug code
number of the substance dispensed, the date the substance is dispensed, the quantity dispensed,
the dispenser’s National Association of Boards of Pharmacy number, and the prescriber’s U.S.
Drug Enforcement Agency number. Unless awaiver is granted, a dispenser must transmit the
required information in an electronic format gpproved by rule of the Board of Pharmacy after
consultation with the advisory council for the prescription monitoring system and the

Department of Hedlth, Bureau of Pharmacy Services. An exception to the reporting requirements
under the dectronic monitoring system is created for controlled substances or drugsthat: (1) are
ordered from an ingtitutional pharmacy licensed under s. 465.19(2), F.S., in accordance with
ingtitutiona policy for such controlled substances or drugs; or (2) are administered or prescribed
by a hedlth care practitioner to a patient or resdent receiving care from a hospital, nursing home,
assigted living fadility, home hedlth agency, hospice or intermediate care facility for the
developmentaly disabled which islicensed in Horida

A dispenang pharmacist must provide a patient with a notice containing certain information

every time apharmaci< fills a prescription for any drug that must be reported to the Bureau of
Pharmacy Services of the Department of Hedlth. The notice must be in 10-point type and must
inform the patient that the patient’ s name, address, dosage and date of prescription are being
reported to the Bureau of Pharmacy Services. The notice dso must state that the information may
be divulged without the patient’ s consent to hedlth care practitioners providing the petient with
medical treatment, pharmacists dispensing controlled substances to the patient, crimind jugtice
agencies, and employees of the Department of Hedlth. The notice must dso provide the phone
number of the Bureau of Pharmacy Services.

The Department of Hedlth, Bureau of Pharmacy Services must establish a 16-member
prescription monitoring program advisory council to assigt it in implementing the syssem. The
advisory council aso can recommend to the Secretary of Hedth, and the legidature on annud
bas's, additional drugs to be included in the prescription-monitoring program. The Governor
must gppoint members to serve on the advisory council. The members shdl include: the
Secretary of Hedlth or his or her designee who shal serve as the chairperson; the Attorney
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Generd or his or her designee; the executive director of the Department of Law Enforcement or
his or her designee; the executive director of the Office of Drug Control or hisor her designee; a
Florida:licensed medicd physician who is recommended by the Florida Medical Association; a
Floridarlicensed osteopathic physician who is recommended by the Horida Osteopathic Medical
Association; a Florida-licensed medica or osteopathic physician who is recommended by the
Florida Academy of Pain Medicine; a Horida-licensed medica or osteopathic physician who is
recommended by the Florida Academy of Family Physicians, a Horida-licensed podiatric
physician who is recommended by the Florida Podiatric Medicd Association; four Florida-
licensed pharmacists recommended by specified organizations; a Horidarlicensed dentist
recommended by the Horida Dental Association; a Florida: licensed veterinarian recommended
by the Florida Veterinary Medical Association; and a prosecutor who has expertisein crimind
prosecution of drug-diverson cases. Additionaly, one of the physician members must have
expertise in psychiatry, addiction, and substance abuse and another physician member must have
expertise in hospice care and geriatrics.

The advisory council members shal meet no more often than quarterly at the cal of the
chairperson, and serve without compensation but may receive reimbursement for their per diem
and trave expensesincurred in the performance of their officid duties as provided for in

S. 112.061, F.S. The Department of Hedlth, Bureau of Pharmacy Services must provide staff and
other adminidirative assstance that is reasonably necessary to assst the advisory council in
carrying out its responghilities.

The Department of Health, Bureau of Pharmacy Services must adopt rules to administer the
€lectronic monitoring system for prescriptions and the advisory council.

Section 6. Amends s. 456.033, relating to HIV/AIDS continuing education requirements for
specified licensed health care professonds, to delete the requirement for medica physicians,
osteopathic physicians, podiatric physicians, and dentists to complete an AIDSHIV courseasa
condition of licensure and license renewd.

Section 7. Amends s. 458.345, F.S,, relating to the regigtration of resident physicians, interns and
felows, to require upon initid regigration, a 1-hour educationd course in the prescribing of
controlled substances. Elements of the course are specified and include education in: the state
and federd laws and rules governing the prescribing and dispensing of controlled substances,
gopropriate evauation of patients for any risk of drug diversion and abuse of controlled
substances; the use of informed consent and other protocols; the need to keep accurate and
complete medica records to justify treatment with controlled substances; addiction and
substance abuse issues with respect to patients, the appropriate use of recognized pain
management guidelines, and the need for consultation and referra of patients who are at risk for
misuse of medication or diverson of controlled substances, when appropriate. A registration
gpplicant who has not taken a course at the time of regidtration shal be dlowed 6 months within
which to complete the requirement.

Section 8. Amends s. 461.013, F.S,, rdlating to grounds for which a podiatric physician may be
disciplined for unprofessona conduct, to make a podiatric physician subject to discipline for
presigning blank prescription forms,
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Section 9. Amends s. 893.04, F.S.,, rdating to requirements for the dispensing of controlled
substances by a pharmeacit, to prohibit a pharmacist from dispensing a Schedule |1 controlled
substance; other drug of abuse designated by the Secretary of Health by rule; or codeine,
hydrocodone, dihydrocodeine, ethylmorphine, or morphine, as scheduled in Schedule Il and
Schedulell1 to any individua not persondly known to the pharmaci<t, without first obtaining
suitable identification and documenting the identity of the person obtaining the controlled
substance, by signature on alog book kept by the pharmacist. Procedures are specified for the
pharmacis to verify the vaidity of the prescription and identity of the patient, if the individud
presenting the prescription does not have suitable identification or it isimpracticable to obtain
such identification. In cases where the individua does not have suitable identification or it is
impracticable to obtain that information, a pharmacist may dispense the substance if, in his or her
professional judgment, it is necessary for treatment. The Board of Pharmacy may adopt, by rule,
procedures for a pharmacist to verify the validity of a prescription for a Schedule 11 controlled
substance; other drug designated by the Secretary of Hedlth under this section; or codeine,
hydrocodone, dihydrocodeine, ethylmorphine, or morphine, as scheduled in Schedule Il and
Schedule 111 for circumstances when it is otherwise impracticable for the pharmacist or
dispensing practitioner to obtain suitable identification from the patient or the patient’ s agent.
Suitable identification is defined as identification that contains the photograph, the printed name,
and the signature of the individua obtaining the controlled substance or drug of abuse.

Any pharmacigt that digpenses a Schedule 11 controlled substance or drug subject to the
requirements of this section when digpensed by mail shall be exempt from the requirement to
obtain suitable identification.

All prescriptions issued for a Schedule |1 controlled substance; codeine, hydrocodone,
dihydrocodeine, ethylmorphine, or morphine, as scheduled in Schedule |1 and Schedule l11; or
other drug designated as adrug of abuse by the Secretary of Hedlth, by rule, under the
prescription monitoring system, must include both a written and numerica notation of quantity
on the face of the prescription. A pharmacist may not dispense more than a 30-day supply of a
Schedule I11 controlled substance upon an ord prescription. A pharmacist may not knowingly fill
a prescription that has been mutilated or forged for a Schedule 11 controlled substance; codeine,
hydrocodone, dihydrocodeine, ethylmorphine, or morphine, as scheduled in Schedule Il and
Schedule l11; or other drug designated as a drug of abuse by the Secretary of Hedlth, by rule,
under the prescription monitoring system.

Section 10. Provides an gppropriation to the Department of Health of alump sum of $1,050,000
from non-recurring Generd Revenue for fisca year 2002-2003 to implement the bill’s

provisons.

Section 11. Providesthat, if any law that isamended by this act was dso alaw enacted at the
2002 Regular Session of the Legidature, such laws shdl be construed as if they had been enacted
a the same sesson of the Legidature, and full effect should be given to each if that is possible.

Section 12. Provides an effective date of July 1, 2002.
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V. Constitutional Issues:

A. Municipality/County Mandates Restrictions:

The provisons of thisbill have no impact on municipaities and the counties under the
requirements of Art. VII, s. 18 of the Florida Congtitution.

B. Public Records/Open Meetings Issues:

An exemption to the Public Records Law for the identity of patientsin the information
and reports filed with the Department of Hedlth, Bureau of Pharmacy Servicesisbeing
addressed in separate legidation (SB 30-E).

C. Trust Funds Restrictions:

The provisons of this bill have no impact on the trust fund restrictions under the
requirements of Art. 111, s. 19(f) of the Florida Congtitution.

V. Economic Impact and Fiscal Note:

A. Tax/Fee Issues:

None.

B. Private Sector Impact:

Schedule I11 controlled substance prescriptions intended to cover more than a 30-day
supply must be in writing under the bill. Consumers who currently may obtain such drugs
through an ora prescription may bear additiond costs for medical vigtsto obtain
prescriptions beyond a 30-day supply.

C. Government Sector Impact:

Electronic Prescription Monitoring System: As of this date, the Department of Hedlth,
Bureau of Pharmacy Services has only calculated an estimate of the fiscd impact of this
program. The department estimatesit will need 5.5 FTEs and that first year costs will be
$1,971,669, while second year costs will be $1,898,241.

Prescription Monitoring Advisory Council: The Department of Heslth, Buresu of
Pharmacy Serviceswill incur cogts to staff the 16-member prescription monitoring
advisory council.

Sharing of Criminal History Information on Practitionersauthorized to Prescribe,
Administer or Dispense Controlled Substances: Law enforcement entities and
prosecuting entities are required to provide arrest and charging information to the
Department of Hedlth. The exact impact isindeterminate, but is expected to be minimdl.

Sharing of Arrest and Formal Charging Information: The Agency for Hedth Care
Adminigration reports that there could be an increase in investigative workload from the
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VI.

VILI.

VIILI.

requirement that law enforcement agencies and prosecutors provide the Department of
Hedlth with arrest and charging information. The fiscal impact of any workload incresse
isindeterminate.

Medical Examiner’s Commission reports of Deaths attributed to L ethal Amounts of
Controlled Substances based on Autopsy Reportsto the Department of Heath for
Review of Possible Conduct involving a Disciplinary Violation by a Licensed Health
Care Practitioner: The FDLE notes that expenses of the Medical Examinersin each
respective digtrict should be minimal due to the bill’ s requirement to report suspected
controlled substance-related deaths based on lethal amounts of controlled substanceson a
guarterly basis.

Prescribing and Pharmacology Continuing Education: The Department of Hedlth
anticipates that it will incur costs of $28,154, for fiscal year 2002-2003 and $22,393, for
fiscal year 2003-2004 and need an additiond 0.5 full time equivaent pogtion to monitor
compliance with the continuing education requirements.

Technical Deficiencies:
None.

Related Issues:

None.

Amendments:

None.

This Senate staff analysis does not reflect the intent or officid position of the bill’ s sponsor or the Florida Senate.




