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SENATE AMENDMVENT
Bill No. CS for SB 1016
Anmendnment No.

CHAMBER ACTI ON
Senat e House

Senat or Sebesta noved the foll owi ng anendnent:

Senate Amendment (with title amendment)
Del ete everything after the enacting cl ause

and insert:

Section 1. This act may be cited as the "Pharmacy
Patient Privacy Act of 1999."

Section 2. Subsection (12) of section 465.003, Florida
Statutes, is anended, subsections (4) through (14) of said

section are renunbered as subsections (5) through (15),
respectively, and a new subsection (4) is added to said
section, to read

465.003 Definitions.--As used in this chapter, the
term

(4) "Data communi cati on device" neans an el ectronic

device that receives electronic information from one source

and transmits or routes it to another, including, but not

limted to, any such bridge, router, switch, or gateway.

(13) (x2 "Practice of the profession of pharnmacy"”
i ncl udes conpoundi ng, dispensing, and consul ting concerning
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contents, therapeutic values, and uses of any nedicinal drug;
and consulting concerning therapeutic values and interactions
of patent or proprietary preparations, whether pursuant to
prescriptions or in the absence and entirely independent of
such prescriptions or orders; and other pharnaceutica

services. For purposes of this subsection, "other

phar naceuti cal services" neans the nonitoring of the patient's

drug therapy and assisting the patient in the nmanagenent of

his or her drug therapy, and includes review of the patient's

drug therapy and comunication with the patient's prescribing

health care provider as licensed under chapter 458, chapter

459, chapter 461, or chapter 466, or sinilar statutory

provision in another jurisdiction, or such provider's agent or

such other persons as specifically authorized by the patient,

regardi ng the drug therapy. However, nothing in this

subsection may be interpreted to permt an alteration of a

prescriber's directions, the diagnosis or treatnent of any

di sease, the initiation of any drug therapy, the practice of

nedi cine, or the practice of osteopathic nedicine, unless

otherwi se permitted by law. "Practice of the profession of

phar nacy" The—phrase al so i ncl udes any ot her act, service,
operation, research,or transaction incidental to, or formng
a part of, any of the foregoing acts, requiring, involving, or
enpl oyi ng the science or art of any branch of the
phar naceuti cal profession, study, or training, and shal
expressly permt a pharnmacist to transmit information from
persons aut horized to prescribe nedicinal drugs to their
patients.

Section 3. Paragraph (c) of subsection (2) of section
465. 015, Florida Statutes, is anended, and a new subsecti on
(4) is added to that section and present subsection (4) of
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that section is anended and renunbered as subsection (5), to
read:

465. 015 Viol ations and penalties.--

(2) It is unlawful for any person

(c) To sell or dispense drugs as defined in s.
465. 003(8) tAwi thout first being furnished with a
prescription.

(4) It is unlawful for records maintained by a

pharnmacy relating to the filling of prescriptions and the

di spensing of nedicinal drugs, if transnitted through a data

communi cati on device not under the control or ownership of a

pharnacy or affiliated conpany or not directly between a

pharnmacy and a treating practitioner, to be accessed, used, or

nmai nt ai ned by the operator or owner of the data conmunication

devi ce unl ess specifically authorized by s. 465.017.

(5) t4)» Any person who viol ates any provision of
subsection (1), ef subsection (3), or subsection (4)is guilty

of a m sdeneanor or the first degree, punishable as provided
ins. 775.082, or s. 775.083. Any person who viol ates any
provi sion of subsection (2) is guilty of a felony of the third
degree, punishable as provided in s. 775.082, s. 775.083, or

S. 775.084. In any warrant, information, or indictnent, it
shal | not be necessary to negative any exceptions, and the
burden of any exception shall be upon the defendant.

Section 4. Effective upon this act becomng a | aw,
paragraph (1) of subsection (1) of section 465.016, Florida
Statutes, is anended to read:

465.016 Disciplinary actions.--

(1) The following acts shall be grounds for
disciplinary action set forth in this section:

(I') Placing in the stock of any pharnmacy any part of
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any prescription conmpounded or di spensed which is returned by
a patient; however, in a hospital, nursing hone, correctiona

facility,or extended care facility in which unit-dose
nedi cation is dispensed to inpatients, each dose being
i ndividually seal ed and the individual unit dose or unit-dose
system | abel ed with the nane of the drug, dosage strength,
manuf acturer's control nunber, and expiration date, if any,
t he unused unit dose of nedication nmay be returned to the
pharnmacy for redi spensing. Each pharnacist shall naintain
appropriate records for any unused or returned nedicina
dr ugs.

Section 5. Paragraph (qgq) is added to subsection (1) of
section 465.016, Florida Statutes, to read:

465.016 Disciplinary actions.--

(1) The following acts shall be grounds for
disciplinary action set forth in this section:

(q) Using or releasing a patient's records except as

aut hori zed by this chapter and chapter 455.
Section 6. Subsection (2) of section 465.017, Florida
Statutes, is anended and new subsections (3) and (4) of said

section are added to read:

465.017 Authority to inspect.--

(2) Except as permitted by this chapter, and chapters
406, 409, 455, 499, and 893, records muintained by i a
pharnmacy relating to the filling of prescriptions and the
di spensi ng of nedicinal drugs shall not be furnished, except
upon the witten authorization of the patient,to any person

other than to the patient for whomthe drugs were di spensed,

o her or his legal representative, er—to—thedepartent
ptrstant—te—existing—+taw-or, in the event that the patient is

i ncapacitated or unable to request such sat¢d records, her or
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his spouse; to the departnent pursuant to law, to health care

practitioners and pharnmacists consulting with or dispensing to

the patient, including physicians who are part of independent

practice associ ati ons, physician hospital organi zations, or

ot her such organi zed provider groups; or to insurance carriers

or other payors authorized by the patient to receive such

records. For purposes of this section, the pharmacy

perm thol der shall be considered the custodi an of records

nmai ntai ned in a pharmacy. The pharnmacy owner may use such

records in the aggregate without patient identification data,

regardl ess of where such records are held, for purposes

reasonably related to the business and practice of pharmacy

except—upon—the—witten—authoerizati-on—of——such—patient. Such

records nay be furnished in any civil or criminal proceeding,

upon the issuance of a subpoena froma court of conpetent
jurisdiction and proper notice to the patient or her or his
| egal representative by the party seeking such records. Such

records or any part thereof, if transnitted through a data

communi cati on device not under the control or ownership of a

pharnmacy or affiliated conpany or not directly between a

pharnacy and a treating practitioner, nmay not be accessed,

used, or mmintained by the operator or owner of the data

communi cati on device unless specifically authorized by this

secti on. It is the intent of this subsection to allow the use

and sharing of such records to i nprove patient care, provided

the pharmaci st acts in the best interests of her or his

patient. Nothing in this subsection may be construed to

aut hori ze or expand solicitation or marketing to patients or

potential patients in any manner not otherw se specifically

aut hori zed by | aw

(3) Nothing in subsection (2) nmay be construed to
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prohibit a pharnmacy pernit holder fromproviding to a

researcher records nmintai ned by the pharnacy relating to the

filling of prescriptions and the dispensing of nedicinal drugs

on behalf of a patient who is a participant in a research

project or clinical investigation supervised by an

institutional review board, consistent with the inforned
consent requirenments of 21 CFR 50 and 45 CFR 56.
(4) Nothing in subsection (2) nmay be construed to

prohibit a pharmacy pernit holder from providing records

nmai nt ai ned by the pharmacy relating to the filling of

prescriptions and the dispensing of nedicinal drugs to

entities performng conpliance services, provided that the

patients are given the opportunity to either enroll or

di senroll fromthe conpliance service program For purposes of

this subsection, conpliance service prograns do not include

di rect marketing of any pharnmaceutical product to the patients

i nvolved in the program
Section 7. Section 465.014, Florida Statutes, is
anended to read:

465. 014 Pharnmacy technician.--No person other than a
| i censed pharnaci st or pharnacy intern may engage in the
practice of the profession of pharnmacy, except that a |icensed
pharmaci st nmay del egate to nonlicensed pharnmacy technicians
t hose duties, tasks, and functions which do not fall within
the purview of s. 465.003(13)¢*2). Al such del egated acts
shal | be performed under the direct supervision of a |icensed
phar maci st who shall be responsible for all such acts
perforned by persons under his or her supervision. A pharnacy
techni ci an, under the supervision of a pharmacist, nay
initiate or receive communications with a practitioner or his
or her agent, on behalf of a patient, regarding refil
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aut hori zation requests. No |icensed pharnaci st shal
supervi se nore than one pharnmacy technician unl ess otherw se
permtted by the guidelines adopted by the board. The board
shal | establish guidelines to be followed by |icensees or
permttees in determning the circunstances under which a

| i censed pharnmaci st may supervi se nore than one but not nore
than t hree pharnmacy technicians.

Section 8. Paragraph (c) of subsection (2) of section
465. 015, Florida Statutes, is anended to read:

465.015 Violations and penalties.--

(2) It is unlawful for any person

(c) To sell or dispense drugs as defined in s.

465. 003(8) tAwi thout first being furnished with a
prescription.

Section 9. Section 465.0196, Florida Statutes, is
amended to read:

465. 0196 Special pharmacy pernits.--Any person
desiring a pernit to operate a pharnmacy which does not fal
within the definitions set forth in s. 465.003(11)16)(a) 1.
2., and 3. shall apply to the departnent for a special
pharnmacy pernmit. |If the board certifies that the application
conplies with the applicable | aws and rules of the board
governing the practice of the profession of pharmacy, the
departnment shall issue the permit. No permt shall be issued
unl ess a licensed pharnmacist is designated to undertake the
prof essi onal supervision of the conpoundi ng and di spensi ng of
all drugs dispensed by the pharnmacy. The licensed pharnmaci st
shal | be responsible for maintaining all drug records and for
providing for the security of the area in the facility in
whi ch the conpoundi ng, storing, and di spensing of nedicina
drugs occurs. The pernittee shall notify the departnent
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within 10 days of any change of the |icensed pharnaci st
responsi ble for such duties.

Section 10. Subsection (3) of section 468.812, Florida
Statutes, is anended to read:

468.812 Exenptions fromlicensure. --

(3) The provisions of this act relating to orthotics
or pedorthics do not apply to any licensed pharmacist or to
any person acting under the supervision of a |icensed
pharnmaci st. The practice of orthotics or pedorthics by a
pharnmaci st or any of the pharnaci st's enpl oyees acting under
t he supervision of a pharmacist shall be construed to be
within the neaning of the term"practice of the profession of
pharmacy” as set forth in s. 465.003(13) %2}, and shall be
subject to regulation in the same manner as any ot her pharnacy
practice. The Board of Pharmacy shall develop rul es regarding
the practice of orthotics and pedorthics by a pharmacist. Any
phar maci st or person under the supervision of a pharnacist
engaged in the practice of orthotics or pedorthics shall not
be precluded fromcontinuing that practice pending adoption of
t hese rul es.

Section 11. Subsection (19) of section 499. 003,

Fl orida Statutes, is anended to read:

499. 003 Definitions of terns used in ss.

499. 001-499.081.--As used in ss. 499.001-499.081, the term

(19) "Legend drug," "prescription drug," or "nedicina
drug" neans any drug, including, but not limted to, finished
dosage forns, or active ingredients subject to, defined by, or
described by s. 503(b) of the Federal Food, Drug, and Cosnetic
Act or s. 465.003(8)¢#, s. 499.007(12), or s. 499.0122(1)(b)
or (c).

Section 12. Paragraph (a) of subsection (1) and
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subsection (5) of section 499.012, Florida Statutes, 1998
Suppl enent, are anended to read

499. 012 Wholesale distribution; definitions; pernits;
general requirenents. --

(1) As used in this section, the term

(a) "Whiolesale distribution" nmeans distribution of
prescription drugs to persons other than a consuner or
patient, but does not include:

1. Any of the following activities, which is not a
violation of s. 499.005(21) if such activity is conducted in
accordance with s. 499.014:

a. The purchase or other acquisition by a hospital or
other health care entity that is a nenber of a group
pur chasi ng organi zation of a prescription drug for its own use
fromthe group purchasing organi zation or fromother hospitals
or health care entities that are nenbers of that organization

b. The sale, purchase, or trade of a prescription drug
or an offer to sell, purchase, or trade a prescription drug by
a charitabl e organization described in s. 501(c)(3) of the
I nternal Revenue Code of 1986, as anmended and revised, to a
nonprofit affiliate of the organization to the extent
ot herwi se permtted by | aw

c. The sale, purchase, or trade of a prescription drug
or an offer to sell, purchase, or trade a prescription drug
anong hospitals or other health care entities that are under
common control. For purposes of this section, "comon control"
neans the power to direct or cause the direction of the
managenent and policies of a person or an organization,
whet her by ownership of stock, by voting rights, by contract,
or otherw se.

d. The sale, purchase, trade, or other transfer of a
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prescription drug fromor for any federal, state, or |loca

governnent agency or any entity eligible to purchase

prescription drugs at public health services prices pursuant
tos. 602 of Pub. L. No. 102-585 to a contract provider or its
subcontractor for eligible patients of the agency or entity

under the follow ng conditions:

(1) The agency or entity nmust obtain witten

aut hori zation for the sale, purchase, trade, or other transfer

of a prescription drug under this sub-subparagraph fromthe

Secretary of Health or his or her designee.

(I'1) The contract provider or subcontractor nust be

aut hori zed by law to adninister or di spense prescription

dr ugs.
(111) 1In the case of a subcontractor, the agency or

entity nust be a party to and execute the subcontract.

(1V) A contract provider or subcontractor nust

nmai ntain separate and apart from other prescription drug

i nventory any prescription drugs of the agency or entity in

its possession.

(V) The contract provider and subcontractor mnust

nmai ntain and produce i mediately for inspection all records of

novenent or transfer of all the prescription drugs bel ongi ng

to the agency or entity, including, but not limted to, the

records of receipt and disposition of prescription drugs. Each

contractor and subcontractor di spensing or adninistering these

drugs nmust maintain and produce records docunmenting the

di spensing or adninistration. Records that are required to be

mai ntai ned include, but are not linmted to, a perpetua

i nventory itenizing drugs received and drugs di spensed by

prescription nunber or adninistered by patient identifier,

whi ch nust be subnitted to the agency or entity quarterly.
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(VI) The contract provider or subcontractor may

admi ni ster or dispense the prescription drugs only to the

eligible patients of the agency or entity or nust return the

prescription drugs for or to the agency or entity. The

contract provider or subcontractor nust require proof from

each person seeking to fill a prescription or obtain treatnent

that the person is an eligible patient of the agency or entity

and nust, at a mininum maintain a copy of this proof as part

of the records of the contractor or subcontractor required

under sub-sub-subparagraph (V).

(VIl) The prescription drugs transferred pursuant to

this sub-subparagraph may not be hilled to Medicaid.

(VI11) In addition to the departnental inspection
authority set forth in s. 499.051, the establishnent of the
contract provider and subcontractor and all records pertaining

to prescription drugs subject to this sub-subparagraph shal

be subject to inspection by the agency or entity. Al records

relating to prescription drugs of a manufacturer under this

sub- subpar agraph shall be subject to audit by the manufacturer

of those drugs, without identifying individual patient

i nf or mati on.

2. Any of the following activities, which is not a
violation of s. 499.005(21) if such activity is conducted in
accordance with rules established by the departnent:

a. The sale, purchase, or trade of a prescription drug
anong federal, state, or local governnent health care entities
that are under common control and are authorized to purchase
such prescription drug.

b. The sale, purchase, or trade of a prescription drug
or an offer to sell, purchase, or trade a prescription drug
for energency nedical reasons.;For purposes of this
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sub- subpar agr aph stbparagraph, the term "energency nedica
reasons" includes transfers of prescription drugs by a retai

pharnmacy to another retail pharnacy to alleviate a tenporary
short age.

c. The transfer purehase—or—acguisition of a

prescription drug acquired by a nedical director on behal f of

a licensed an energency nedical services provider to that

medti-cal—director—for—use—by energency nedi cal services

provider and its transport vehicles for use in accordance with

the provider's license under providers—acting—wthinthescope
of—their—professtonal——practiecepursuant—to chapter 401

d. The revocation of a sale or the return of a

prescription drug to the person's prescription drug whol esal e
supplier.

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

f. The transfer of a prescription drug by a person
aut hori zed to purchase or receive prescription drugs to a
person licensed or pernmitted to handle reverse distributions
or destruction under the laws of the jurisdiction in which the
person handling the reverse distribution or destruction
receives the drug

3I—Fhe—tdi-spensing—of—apreseripton—trug—purstant—to—a

3.4 The distribution of prescription drug sanples by
manuf acturers' representatives or distributors
representatives conducted in accordance with s. 499. 028. —o6+

4.5~ The sal e, purchase, or trade of blood and bl ood
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conponents intended for transfusion. As used in this
subpar agr aph seet+oen, the term "bl ood" neans whol e bl ood
collected froma single donor and processed either for

transfusion or further manufacturing, and the term "bl ood
conponent s" neans that part of the blood separated by physica
or mechani cal neans.

5. The lawful dispensing of a prescription drug in

accordance with chapter 465.

(5) The departnent may adopt rul es governing the
recordkeepi ng, storage, and handling with respect to each of
the distributions of prescription drugs specified in

subpar agraphs (1) (a)l. -4. +——2+4———and5:
Section 13. Except as otherw se provided herein, this
act shall take effect July 1, 1999.

=—=============== T | T L E A MENDMENT ===============
And the title is anended as foll ows:
Del ete everything before the enacting clause

and insert:
A bill to be entitled

An act relating to pharnacy practice; providing
a short title; anending s. 465.003, F.S.
defining the term"data conmuni cati on device"
revising the definition of the term"practice
of the profession of pharmacy"; anendi ng s.
465. 015, F. S.; providing penalties for
unaut hori zed use of pharmacy records when
transnitted through a data comuni cation
devi ce; conform ng cross-references; anendi ng
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s. 465.016, F.S.; authorizing the redispensing
of unused or returned unit-dose nedication by
correctional facilities under certain
conditions; providing that using or releasing a
patient's records except as authorized by
chapter 455 or chapter 465, F.S., constitutes a
ground for disciplinary action against a
pharmaci st, for which there are penalti es;
anending s. 465.017, F.S.; providing additiona
persons to whom and entities to which records
relating to the filling of prescriptions and

t he di spensing of nedicinal drugs that are

mai nt ai ned by a pharmacy nmay be furni shed;
speci fying authorized uses of patient records
by pharmacy owners; providing restrictions on
such records when transnitted through a data
communi cati on device; clarifying the use of
records for research; restricting the use of
records for conpliance services; anmending ss.
465. 014, 465.015, 465.0196, 468.812, 499. 003,
F.S.; correcting cross-references, to conform
anending s. 499.012, F.S.; redefining the term
"whol esal e distribution," relating to the

di stribution of prescription drugs, to provide
for the exclusion of certain activities;
providing effective dates.
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