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A bill to be entitled
An act relating to medical use of marijuana; amending
s. 381.986, F.S.; providing legislative intent;
defining, redefining, and deleting terms; authorizing
physicians to issue physician certifications to
specified patients for the provision of marijuana and
marijuana delivery devices; requiring physicians to
meet certain conditions to be authorized to issue and
make determinations in physician certifications;
requiring certain physicians to annually reexamine and
reassess patients and update patient information in
the compassionate use registry; providing that a prior
order issued for low-THC cannabis or medical cannabis
is considered a physician certification under certain
circumstances; providing requirements for such orders;
revising criminal penalties; reducing the number of
hours of coursework required of physicians who issue
physician certifications; providing that physicians
who meet specified requirements are grandfathered for
the purpose of specified education requirements;
authorizing qualifying patients to designate
caregivers; requiring caregivers to meet specified
requirements; prohibiting a qualifying patient from
designating more than one caregiver at any given time;
providing exceptions; requiring the Department of
Health to register on the compassionate use registry a
caregiver and to issue him or her a caregiver
identification card if the caregiver meets certain

requirements; revising the list of entities that have
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access to the compassionate use registry; requiring
the department to adopt rules by a specified date;
authorizing the department to charge a fee for
identification cards; requiring the department to
begin issuing identification cards to qualified
registrants by a specific date; providing requirements
for the identification cards; requiring the department
to register certain dispensing organizations as
medical marijuana treatment centers (MMTCs) by a
certain date; requiring the department to register
additional MMTCs in accordance with a specified
schedule; providing an exception to certain
registration requirements for certain applicants;
authorizing certain performance bonds to be used only
for reimbursement to the department for damages
incurred as a result of the MMTC’s failure to meet
certain requirements or department rules; deleting
obsolete provisions; revising the operational
requirements for MMTCs; authorizing the department to
wailve certain requirements in the MMTC registration
application under specified circumstances; providing
requirements for MMTCs to grow, process, and dispense
marijuana; providing a contract option that requires
an independent testing laboratory to directly test an
MMTC’ s marijuana final product; requiring that
marijuana receptacles be childproof; reducing the time
that samples are required to be retained; requiring
verification of patient and caregiver identification

cards, rather than registration cards, and amount and
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type of marijuana before dispensing; requiring MMTC
compliance with certain standards in the production
and dispensing of edibles or food products; requiring
an MMTC to enter additional information into the
compassionate use registry; providing requirements to
ensure the safety and security of premises and
facilities of MMTCs, rather than dispensing
organizations, and the safe transport of marijuana;
requiring a vehicle transporting marijuana to be
legally parked under certain circumstances; revising
the department authority and responsibilities;
requiring the department to adopt rules relating to
ownership changes or changes in an owner’s investment
interest; authorizing the department to suspend,
revoke, or refuse to renew an MMTC’s registration if
the MMTC commits repeated violations that remain
uncured within a specified time limit; authorizing
emergency rulemaking procedures under certain
circumstances; prohibiting a municipality or county
from banning dispensing facilities; conforming
provisions to changes made by the act; providing
construction; authorizing certain institutes or state
universities to possess, test, transport, or dispose
of marijuana for research purposes; prohibiting a
person from offering or advertising services, and from
owning, operating, and maintaining certain facilities,
without registration; providing penalties including an
administrative fine imposed under certain

circumstances; prohibiting importation of marijuana;
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authorizing exportation of marijuana and products
containing marijuana under certain circumstances;
amending ss. 381.987, 385.211, 499.0295, and 1004.441,
F.S.; conforming provisions to changes made by the
act; providing a directive to the Division of Law

Revision and Information; providing an effective date.

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

Section 1. Section 381.986, Florida Statutes, 1s amended to
read:

381.986 Compassionate use of marijuana tew-FHC—andmediecal
earrabis. —

(1) LEGISLATIVE INTENT.-—

(a) It is the intent of the Legislature to implement s. 29,

Art. X of the State Constitution by creating a unified

regulatory structure within the framework of this section for

the acquisition, cultivation, possession, processing, transfer,

transportation, sale, distribution, and dispensing of marijuana,

products containing marijuana, related supplies, or educational

materials to qualifying patients or their caregivers.

(b) The Legislature intends that all rules adopted by the

Department of Health to implement this section be adopted

pursuant to s. 120.536(1) or s. 120.54. The Legislature intends

that the department use emergency rulemaking procedures pursuant

to s. 120.54(4) to adopt rules under this section if necessary

to meet any deadline for rulemaking established in s. 29, Art. X

of the State Constitution.

(c) Further, the Legislature intends that all registrations
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for the purposes specified in paragraph (a) be issued solely in

accordance with the requirements of this section and all rules

adopted under this section.

(2) DEFINITIONS.—As used in this section, the term:

(a) “Caregiver” means a person who:

1. Is at least 21 years of age unless he or she is a close

relative of the qualifying patient;

2. Has agreed in writing to assist the qualifying patient

with the qualifying patient’s medical use of marijuana; and

3. Does not receive compensation, other than actual

expenses incurred, for assisting the qualifying patient with the

medical use of marijuana unless the caregiver is acting pursuant

to employment in a licensed facility ‘“Cannabisdeliverydeviee”
moeana o bhaaoot+ Nt A~ £ o r Aoaar e £ a0 1N
I TS IT \JLJJC\./L (ZI=Aaw v TTT CCTTITOCT A\ - (ZE=A 2 A\ = \J.CQ_L\jllC\J. [ S | e =TT

(b) “Close relative” means a spouse, parent, sibling,

grandparent, child, or grandchild, whether related by whole or

half blood, by marriage, or by adoption.

(c)4b) “Debilitating medical condition” means cancer,

epilepsy, glaucoma, a positive status for human immunodeficiency

virus, acquired immune deficiency syndrome, posttraumatic stress

disorder, amyotrophic lateral sclerosis, Crohn’s disease,

Parkinson’s disease, multiple sclerosis, a physical medical

condition that chronically produces symptoms of seizures or

severe and persistent muscle spasms, a terminal condition, or

other debilitating medical conditions of the same kind or class

as, or comparable to, those conditions enumerated in this
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146| paragraph and for which a physician believes that the use of

147| marijuana would likely outweigh the potential health risks to a
148| patient b4 i i

149| by —thedepartment—toecultivate; Pprocess,—transport—and—dispense
150| Jdew—-FPHCc—econrapsts—eorwediecatl cannabis porsiant—+teo—this section.
151 (d) 4> “Independent testing laboratory” means a laboratory,

152 including the managers, employees, or contractors of the
153] laboratory:+
154 1. Which has no direct or indirect interest in a medical

155| marijuana treatment center; and

156 2. In which no medical marijuana treatment center has any
157 direct or indirect interest dispensing organization.
158 (e)+4eh “Legal representative” means the qualifying

159| eguwatified patient’s parent, legal guardian acting pursuant to a
160 court’s authorization as required under s. 744.3215(4), health

161 care surrogate acting pursuant to the qualifying guatified

162| patient’s written consent or a court’s authorization as required
163 under s. 765.113, or an individual who is authorized under a

164| power of attorney to make health care decisions on behalf of the
165| qualifying gwatified patient.

166 (f)+4e> “Low-THC cannabis” means a plant of the genus

167 Cannabis, the dried flowers of which contain 0.8 percent or less
168 of tetrahydrocannabinol and more than 10 percent of cannabidiol
169| weight for weight; the seeds thereof; the resin extracted from
170 any part of such plant; or any compound, manufacture, salt,

171 derivative, mixture, or preparation of such plant or its seeds
172 or resin that is dispensed only by a medical marijuana treatment

173 center froma—dispensingorganization.

174 (g)+£r “Marijuana” has the same meaning as provided in s.
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29, Art. X of the State Constitution “Mediecal—eannabis’™ means
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(h) “Marijuana delivery device” means an object used,
intended for use, or designed for use in preparing, storing,

ingesting, inhaling,

or otherwise introducing marijuana or low-

THC cannabis into the human body.
(1)

“Medical marijuana treatment center” or “MMTC” has the

same meaning as provided in s. 29,

Art.

X of the State

Constitution.

(])4e “Medical use” has the same meaning as provided in s.

29, Art.

does not include +he:

1. The pessessieny uUsey O
LI Aol o v maAa A oo o
T COTITITOOX 150 A\ = 14§ S S i S WPy @ g AL i iy i Ly
subparagraph, the term ™

X of the State Constitution means—administrationof +the

The term

r administration of marijuana ‘ew—

is by smoking. As used in this

smoking” means burning or igniting a

substance and inhaling the smoke.

Smoking does not include the

use of a vaporizer.

2.

The possession, use,

or administration of marijuana that

is not purchased or acquired from a medical marijuana treatment

center.

The transfer of marijuana t‘ew—-TFHC—eanmabis—or medicalt
eanapabis to a person other than the qualifying gwalified patient
for—whom—itt—was—erdered or the qualifying euatified patient’s

3.
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caregiver tegal—representative on behalf of the qualifying

gugatified patient.

4.3+ The use or administration of marijuana dew-FHE

cannabis—eor medical—~cannabis:
a. On any form of public transportation.

b. In any public place.

c. In a qualifying ewatified patient’s place of employment,

if restricted by his or her employer.

d. In a state correctional institution as defined in s.

944 .02 or a correctional institution as defined in s. 944.241.

e. On the grounds of a preschool, primary school, or

secondary school.

f. On a school bus or in a vehicle, aircraft, or motorboat.

(k)R> “Qualifying patient” has the same meaning as

provided in s. 29, Art. X of the State Constitution. The term

also includes eligible patients, as defined in s. 499.0295, and

patients who are issued a physician certification under

subsection (3). A patient is not a qualifying patient unless he

or she is registered with the department and

has been issued a

e+ £ 4
A8 CT
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(3)42> PHYSICIAN CERTIFICATION ORBPERING.

—A physician is

authorized to issue a physician certification for the provision
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(g)4+Hr Is not a medical director employed by an MMTC =&

(4) 423> GRANDFATHERING.—An order for low-THC cannabis or

381.986,

and registered with the compassionate use

medical cannabis issued pursuant to former s. Florida

Statutes 2016,

registry on or before the effective date of this act shall be

considered a physician certification issued pursuant to this

section. The details and expiration date of such certification

must be identical to the details and expiration date of the

order as logged in the compassionate use registry. Until the

department begins issuing compassionate use registry

identification cards, all patients with such orders shall be

considered qualifying patients, notwithstanding the requirement

that a qualifying patient have a compassionate use registry

identification card.

(5) PENALTIES.—

(a) A physician commits a misdemeanor of the first degree,
punishable as provided in s. 775.082 or s. 775.083, if the
physician issues a physician certification for marijuana to

orders—tow—THC—eannabis—Ffer a patient without a reasonable

belief that the patient is suffering from a debilitating medical
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degree, punishable as provided in s. 775.082 or s. 775.083.

(d) Except as provided in paragraph (c), a caregiver who

violates any provision of this section or applicable department

rule commits, upon the first offense, a misdemeanor of the

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

775.083, and, upon the second and subsequent offenses, a

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

(e) A physician who issues a physician certification for

marijuana erders—teow-FHC ecannabis—medicatl—ecanrnaklbiss Or a

marijuana eanmpabis delivery device and receives compensation

from an MMTC a—dispensing—organization related to issuing the

physician certification for marijuana the—erdering—eoftow-THC

cannabis—medicat—eannabisy Or a marijuana eannabis delivery
device is subject to disciplinary action under the applicable
practice act and s. 456.072(1) (n) .

(6)44> PHYSICIAN EDUCATION.—

(a) Before a physician may issue a physician certification

pursuant to subsection (3) erderingtow-THCc—eannabis;—mediecalt
ﬁﬁﬁﬁﬁ hia N Aol o AT A sy Aaxza o~ for maAs ~o ] o 12N =
O 0oy A\ = T COTITITOOX 150 \J.C_L_LVC.L_Y ATV I CTT [ S L9194 UL W i S Wy @ ap =y o LJ_Y (=8

ate, the appropriate board shall require the
ordering physician to successfully complete a 4-hour anr—S8—heur
course and subsequent examination offered by the Florida Medical
Association or the Florida Osteopathic Medical Association which
£hat encompasses the clinical indications for the appropriate
use of marijuana ‘ew—FHEecannabis and medicatl—eannabis, the
appropriate marijuana eannakis delivery devices, the
contraindications for such use, and the relevant state and

federal laws governing the issuance of physician certifications,
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as well as the erderings dispensing+ and possessing of these

substances and devices. The course and examination shall be
administered at least quarterly aamgatty. Successful completion
of the course may be used by a physician to satisfy 4 hours &
kevrs of the continuing medical education reguirements required
by his or her respective board for licensure renewal. This

course may be offered in a distance learning format. A physician

who has completed an 8-hour course and subsequent examination

offered by the Florida Medical Association or the Florida

Osteopathic Medical Association which encompasses the clinical

indications for the appropriate use of marijuana and who is

registered in the compassionate use registry on the effective

date of this act is deemed to meet the requirements of this

paragraph.

(b) The appropriate board shall require the medical
director of each MMTC aispensingorganization to hold an active,
unrestricted license as a physician under chapter 458 or as an
osteopathic physician under chapter 459 and successfully
complete a 2-hour course and subsequent examination offered by
the Florida Medical Association or the Florida Osteopathic
Medical Association which +hat encompasses appropriate safety

procedures and knowledge of marijuana lew—-THC—eonnabis,—mediecal

eanarabisy and marijuana eanpakis delivery devices.
c (QEEWWWWoE EE | oonme + 2 n £ + 1 oniTra S Al EN N EE NN i n
[CAY Ay oo L O \/UllltJ_L CIOUTT O CTIT \AW AV i =y [Eeyaw € 15 1) N I N i iy @ B W W B
e~ £ o P I SN SN NE VN T VS 2N 2 FENAY E R VNP S I B 2N B N “rer nhszag ~3 oA 21N
OtJC\/_L-L_LC\J. =TT tJ()._L().\j_L().tJLJ. \ Wi ) _Lc\ilzl_l_-\_cu [ S CVC-L_Y tJJ.J._YO_L\/_L().ll AR T4
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4> A physician who fails to comply with this subsection
and who issues a physician certification for marijuana exrders

+ow—FHC—ecarrabis—meddeat——ecannabisy Or a marijuana eanrskis

delivery device may be subject to disciplinary action under the
applicable practice act and under s. 456.072(1) (k).
(7) CAREGIVERS.—

(a) During the course of registration with the department

for inclusion on the compassionate use registry, or at any time

while registered, a qualifying patient may designate an

individual as his or her caregiver to assist him or her with the

medical use of marijuana. The designated caregiver must pass a

level 2 screening pursuant to chapter 435 unless the patient is

a close relative of the caregiver.

(b) A qualifying patient may have only one designated

caregiver at any given time unless all of the qualifying

patient’s caregivers are his or her close relatives or legal

representatives.

(c) A caregiver may assist only one qualifying patient at

any given time unless:

1. All qualifying patients the caregiver is assisting are

close relatives of each other and the caregiver is the legal

representative of at least one of the patients; or

2. All qualifying patients the caregiver is assisting are

receiving hospice services, or are residents in the same

assisted living facility, nursing home, or other licensed

facility and have requested the assistance of that caregiver

with the medical use of marijuana; the caregiver is an employee
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436 of the hospice or licensed facility; and the caregiver provides

437| personal care or services directly to clients of the hospice or

438| licensed facility as a part of his or her employment duties at

439| the hospice or licensed facility.

440 (d) The department must register a caregiver on the

441 compassionate use registry and issue him or her a caregiver

442 identification card if he or she:

443 1. Is designated by a qualifying patient, provides hospice

444 services to a qualifying patient, or is requested by a

445| qualifying patient in a licensed facility for assistance with

446| the medical use of marijuana; and

447 2. Meets all of the requirements of this subsection and

448 department rules.
449 (8)+45)> DUTIES OF THE DEPARTMENT.—The department shall:

450 (a) Create and maintain a secure, electronic, and online

451 compassionate use registry for the registration of physicians,

452| qualifying patients, and caregivers theJlegal—representatives—of

453| patients as provided under this section. The registry must be

454| accessible to:

455 1. Physicians licensed under chapter 458 or chapter 459, to

456| ensure proper care for patients requesting physician

457 certifications;

458 2. Practitioners licensed to prescribe prescription drugs,

459 to ensure proper care for patients before prescribing

460| medications that may interact with the medical use of marijuana;

461 3. Law enforcement agencies, to verify the authorization of

462 a qualifying patient or a qualifying patient’s caregiver to

463| possess marijuana or a marijuana delivery device; and

464 4., MMTCs, +teo—a—dispensingeorganization to verify the

Page 16 of 43
CODING: Words strieken are deletions; words underlined are additions.




465
466
467
468
469
470
471
472
473
474
475
476
477
478
479
480
481
482
483
484
485
486
487
488
489
490
491
492
493

Florida Senate - 2017 SB 1758

26-00705C-17 20171758
authorization of a qualifying patient or a qualifying patient’s
caregiver tegal—representative to possess marijuana dew—FHE
cannabis;—medieal—eannakisy Or a marijuana eenpabis delivery
device and to record the marijuana l‘ew—THEC—ecannabis,—medicat
eaRRabisy Or marijuana eannabis delivery device dispensed. The

registry must prevent am active registration of a qualifying
patient by multiple physicians.
(b) By July 3, 2017, adopt rules, pursuant to s. 120.536(1)

or s. 120.54, establishing procedures for the issuance, annual

renewal, suspension, and revocation of compassionate use

registry identification cards for qualifying patients and

caregivers who are residents of this state. The department may

use emergency rulemaking procedures pursuant to s. 120.54(4) to

adopt rules under this section as necessary to ensure that rules

are adopted on or before July 3, 2017. The department may charge

a reasonable fee associated with the issuance and renewal of

patient and caregiver identification cards. By October 3, 2017,

the department shall begin issuing identification cards to adult

patients who are residents of this state and who have a

physician certification that meets the requirements of

subsection (3); minor patients who are residents of this state

and who have a physician certification that meets the

requirements of subsection (3) and the written consent of a

parent or legal guardian; and caregivers registered pursuant to

subsection (7). Patient and caregiver identification cards must

be resistant to counterfeiting and tampering and must include at

least the following:

1. The name, address, and date of birth of the patient or

caregiver, as appropriate;
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2. Designation of the cardholder as a patient or caregiver;

3. A unigque numeric identifier for the patient or caregiver

which is matched to the identifier used for such person in the

department’s compassionate use registry. A caregiver’s numeric

identifier and file in the compassionate use registry must be

linked to the file of the patient or patients the caregiver is

assisting so that the caregiver’s status may be verified for

each patient individually;

4. The expiration date, which must be 1 year after the date

of issuance of the identification card or the date treatment

ends as provided in the patient’s physician certification,

whichever occurs first; and

5. For a caregiver who is assisting three or fewer

qualifying patients, the names and unique numeric identifiers of

the qualifying patient or patients that the caregiver is

assisting.
(c) Deem a dispensing organization approved under s. 2,

chapter 2014-157, Laws of Florida, or s. 3, chapter 2016-123,

Laws of Florida, before June 1, 2017, to meet the requirements

for approval as an MMTC under this section. The department shall

presume such dispensing organization to be registered with the

department as an MMTC and shall authorize such dispensing

organization to acquire, cultivate, possess, and process

marijuana or products containing marijuana, including developing

related products such as food, tinctures, aerosols, oils, or

ointments, for sale to qualifying patients and their caregivers;

and to transfer, transport, sell, distribute, or dispense

marijuana, products containing marijuana, related supplies, and

educational materials to qualifying patients or their
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caregivers. The department must renew the registration of such

dispensing organization as an MMTC biennially upon the

dispensing organization’s payment of the biennial renewal fee,

unless the dispensing organization is required to hold a valid

certificate of registration from the Department of Agriculture

and Consumer Services pursuant to s. 581.131 and fails to

maintain such registration Autherize the establishmentof five

roacr ot~ 2 P N I I ) roers ot o = A 1N ENE rdoar~A
T T o cCTT et i ot ComMposo ottt oastC—TTCo TS ey ot wito—arc— oottt
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(d) Within 6 months after the registration of each

occurrence of 250,000 active qualifying patients in the

compassionate use registry, begin the application process for

registering three additional MMTCs, including, but not limited

to, one applicant per occurrence which is a recognized class
member of Pigford v. Glickman, 185 F.R.D. 82 (D.D.C. 1999), or
In re Black Farmers Litig., 856 F. Supp. 2d 1 (D.D.C. 2011), and

which is a member of the Black Farmers and Agriculturalists

Association. Each applicant must meet the requirements in this

subsection and in subsection (9) and be an entity registered to

do business in this state for at least 5 consecutive years as of

the date of the application. Notwithstanding any other

provisions of this subsection, applicants who are recognized

class members of Pigford v. Glickman, 185 F.R.D. 82 (D.D.C.

1999), or In re Black Farmers Litig., 856 F. Supp. 2d 1 (D.D.C.
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552 2011), and which are members of the Black Farmers and

553| Agriculturalists Association need not have been operated as a

554| registered nursery in this state for at least 30 continuous

555 years.
556 (e) The—department—shaltt Develop an application form for

557 registration as an MMTC and impose an initial application and

558 biennial renewal fee that is sufficient to cover the costs of

559| administering this section. To be registered as an MMTC, the Anm

560 applicant feraopprovatas o dispensingeorganizatien must be able

5061 to demonstrate:

562 1. The technical and technological ability to cultivate and

563| produce marijuana tew—-FHE—eannabis. The applicant must possess a
564 valid certificate of registration issued by the Department of
565| Agriculture and Consumer Services pursuant to s. 581.131 £hat—+s
566| 4ssuved for the cultivation of more than 400,000 plants, be

567 operated by a nurseryman as defined in s. 581.011, and have been
568 operated as a registered nursery in this state for at least 30
569 continuous years.

570 2. The ability to secure the premises, resources, and

571 personnel necessary to operate as an MMTC a—dispensing

572| erganizatien.

573 3. The ability to maintain accountability of all raw

574| materials, finished products, and any byproducts to prevent

575 diversion or unlawful access to or possession of these

576| substances.

577 4. An infrastructure reasonably located to dispense

578| marijuana lew—-FHC—eanmabis to registered qualifying patients

579 statewide er—regionally as—determined by the department.

580 5. The financial ability to maintain operations for the
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581 duration of the 2-year approval cycle, including the provision
582 of certified financials to the department. Upon approval, the

583| applicant must post a $5 million performance bond. However, upon

584 an MMTC’s a—dispensingorganizatieon’s serving at least 1,000
585| qualifying eguatified patients, the MMTC dispensingeorganization
586 is enty required to maintain only a $2 million performance bond.

587 A performance bond posted under this subparagraph may be used

588 only for reimbursement to the department for any damages

589| incurred by the department as a result of an MMTC’s failure to

590| perform its obligations under this section or department rules.

591 Such damages include:

592 a. All costs and expenses incurred by the department to

593| nonrenew or revoke the applicant’s registration for cause and to

594 register a replacement MMTC; and

595 b. All costs and expenses incurred by qualifying patients

596| for transportation and delivery of marijuana which would not

597 have been incurred but for the revocation of the applicant’s

598 registration, if claims for such costs and expenses are

599 submitted to the department.

600 6. That all owners with a 5 percent or greater share in the

601 applicant and managers have been fingerprinted and have

602 successfully passed a level 2 background screening pursuant to
603| s. 435.04.

604 7. The employment of a medical director to supervise the

605 activities of the MMTC

606 (&) TTnern +h rord ot b g A £ 260 NNAQN Se~t+ 27 1l F£2 A A
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(f)4eh- Allow an MMTC a—dispensingorganizatien to make a
I

wholesale purchase of marijuana dew—TFHC—ecannabis—or medicalt
eanpabis from, or a distribution of marijuana lew-FHE—eannabis
ormediecat—eannabis to, another MMTC dispensingeorganization.

(g)4e> Monitor physician registration in the compassionate

use registry and the issuance of physician certifications

pursuant to subsection (3) and—erderingof tow—-THC ecannabisy

mada
mec

practices that could facilitate unlawful diversion or misuse of
marijuana tew—THCeannabis—medical—eanpabisy Or a marijuana
ecanarabis delivery device and take disciplinary action as
indicated.

(9) 46> MEDICAL MARIJUANA TREATMENT CENTERS BESPENSENG
ORGANIAZATEON.—In order to be an MMTC, an entity must register
with the department. An MMTC An—approveddispensingorganization
must, at all times, maintain compliance with the—eriteria

: - 3 . : 3 ¥ .

PPN AN BN S BN £ RN NE CSP R T SN P L I N2 (B
Ot 2ot ot ohtG e T S oo SeCTTETot—S7

ad the criteria required in

@D

this subsection and all representations made to the department

in the MMTC’s application for registration. Upon request, the

department may grant an MMTC one or more variances from the

representations made in the MMTC’s application. Consideration of

such a variance shall be based upon the facts and circumstances
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surrounding the request. A variance may not be granted unless

the requesting MMTC can demonstrate to the department that it

has a proposed alternative to the specific representation made

in its application which fulfills the same or a similar purpose

as the specific representation in a way that the department can

reasonably determine will not be a lower standard than the

specific representation in the application. An MMTC is not

required to obtain a variance for deviations from the MMTC’s

application for registration which do not materially affect the

MMTC’ s operations or the quality of the marijuana dispensed by

the MMTC or for deviations from the MMTC’s application which are

needed to conform to current statutes or rules.

(a) When growing marijuana tew—-TFHEC——ecannabis—eor medicat

eanrabis, an MMTC a—dispensingeorganization:

1. May use pesticides determined by the department, after
consultation with the Department of Agriculture and Consumer
Services, to be safely applied to plants intended for human
consumption, but may not use pesticides designated as

restricted-use pesticides pursuant to s. 487.042.

2. Must grow marijuana tew-THC—eannabis—or mediecal——ecannabis
within an enclosed structure and—Fn o roomscparate—fromany

3. Must inspect seeds and growing plants for plant pests
that endanger or threaten the horticultural and agricultural
interests of the state, notify the Department of Agriculture and
Consumer Services within 10 calendar days after a determination
that a plant is infested or infected by such plant pest, and
implement and maintain phytosanitary policies and procedures.

4. Must perform fumigation or treatment of plants, or the
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668 removal and destruction of infested or infected plants, in

669 accordance with chapter 581 and any rules adopted thereunder.

670 (b) When processing marijuana, an MMTC Jlew-FHEC—ecannabis—eor
671 mediecst——eannabis——oadispensingorganization must:

672 1. Process the marijuana tew—TFHC ecannabis—or mediecat

673| eamnrakis within an enclosed structure and—inaroom Sseparate
674 from—other plants—or produets

675 2. Test the processed marijuana ‘ew-THC—eannabis—and

676| medieal——eannabis before it is £hey—are dispensed. Results must

677| be verified and signed by two MMTC dispensingeorganization
678| employees. Before dispensing marijuana tew—FHE eannakis, the

679| MMTC didspersing—organization must determine that the marijuana

680 + ot Aol 4 o 1T As A~ +h o+ + 4 1 eI Aol o + o + N

cCo T Tt ourco Tt rCoctC— ottt oS —TOW =T 1IT Carriao o et oo o
681 dafirnt 4+ ~An £ 1ot MO Aol g o oo A for maAda AT Aol o A
SOt O TT—TOwW— <1 Carnrtao o ottty o MmO rCaor—Caorrtaio o ottt

682| Jeow—THC—eannabis—Fthatall medical—cannabis—andtow—THC—ecannabis
683 is safe for human consumption arnd—free—fromcontaminants—+that

684| are—unsofe—for humanconsumptieon. The MMTC dispensing

685| erganizatien must retain records of all testing and samples of
686| each homogenous batch of marijuana eanrabis—and tow—THECecannabis

687 for at least 6 8 months. The MMTC dispensing—organization must

688 contract with an independent testing laboratory to:

689 a. Perform audits on the MMTC'’s dispersing—eorganizatieon’s

690 standard operating procedures, testing records, and samples and

691| provide the results to the department to confirm that the

692| marijuana tew-THC—eannabis—or medical—ecannabis meets the
693 requirements of this section and that the marijuana medieat
694| eanpabis—andtew—-THC eannabis 1s safe for human consumption; or

695 b. Directly test the marijuana final product to ensure that

696 it meets the requirements of this section and is safe for human
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697 consumption before it is dispensed or distributed.

A1~
\> = & e

3

698 3. Package the marijuana tew—-FHC—eannabis—or
699| eammabis in compliance with the United States Poison Prevention
700 Packaging Act of 1970, 15 U.S.C. ss. 1471 et seq.

701 4. Package the marijuana tew—TFHC ecannabis—eor mediecat

702| eammabis in a childproof receptacle that has a firmly affixed

703 and legible label stating the following information:

704 a. A statement that the marijuana dew-FHC—ecannabis—or
705| medieat—eannabis meets the requirements of subparagraph 2.;
706 b. The name of the MMTC dispensing—erganizatien from which

707| the marijuana mediecal—ecannabis—er tow-THC—eannabis originates;
708 and

709 c. The batch number and harvest number from which the
710| marijuana mediecatl—eannabis—ertow—-THC—eannabis originates.
711 5. Reserve two processed samples from each batch and retain

712 such samples for at least 6 9 months for the purpose of testing

713| pursuant to the audit required under subparagraph 2.

714 (c) When dispensing marijuana J‘ew-—-THC—eannabis;—mediecalt
715| eanmabisy Oor a marijuana eanpabis delivery device, an MMTC =
716| dispensingeorganizatieon:

717 1. May not dispense more than the a—-45—day supply of

718| marijuana tew—FHC—eannabis—ermedicatl—eannabis to a qualifying

719| patient or the gqualifying patient’s caregiver which is indicated

720 on the qualifying patient’s physician certification legalt

721 | xepresentative.

722 2. Must ensure that hkawve the dispensing organizatieon’s
723 employee who dispenses the marijuana l‘ew—TFTHEC—eannabis;—medicat
724| eanprpabisy Or marijuana a—eanpabis delivery device enters ernter

725 into the compassionate use registry his or her name or unique
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employee identifier.

3. Must verify that the qualifying patient and the

caregiver, i1f applicable, both have an active and wvalid

compassionate use registry identification card and that the

amount and type of marijuana dispensed match the physician’s

certification in the compassionate use registry for that

qualifying patient that—a—physiceian—hasordered—the—tow—-THC

oY
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4. May not dispense or sell any other type of marijuana

eanarab+s, alcohol, or illicit drug-related product, including

pipes, bongs, or wrapping papers, other than a marijuana

physieian—ordered—eannabis delivery device required for the

medical use of marijuana which is specified in the physician

certification. An MMTC may produce and dispense marijuana as an

edible or food product but may not produce such items in a

format designed to be attractive to children. In addition to the

requirements of this section and department rule, food products

produced by an MMTC must meet all food safety standards
but not limited

established in state and federal law, including,

to, the identification of the serving size and the amount of

tetrahydrocannabinol in each serving l‘ew—-FHCc—eanrabis—eormedicat

c Mizad szaad £ Lot 41 PN L S P S g S N S EN
N T'TO o T _L_L_L_Y CIITTrCT LSS i ey tJ(/lk,_Lcllk, TTTOOS LT O CoC TV T J_C\j_l_o C1Tr OO CIUIT
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medieatl—eanmabisy Or marijuana eanmabis delivery device, record
in the registry the date, time, quantity, and form of marijuana
tow-THC—cannabis—ormedical—ecannabis dispensed; and the type of

marijuana eanpabis delivery device dispensed; and the name and

compassionate use registry numeric identifier of the qualifying

patient or caregiver to whom the marijuana or marijuana delivery

device was dispensed.

(d) To ensure the safety and security of its premises and
any off-site storage facilitiesy and to maintain adequate
controls against the diversion, theft, and loss of marijuana

+eow-FHC—earvabis—meddieat—ecannakissy Or marijuana eswrabis

delivery devices, an MMTC a—dispensing—organization shall:

l.a. Maintain a fully operational security alarm system
that secures all entry points and perimeter windows and is
equipped with motion detectors; pressure switches; and duress,
panic, and hold-up alarms; or

b. Maintain a video surveillance system that records
continuously 24 hours each day and meets at least one of the
following criteria:

(I) Cameras are fixed in a place that allows for the clear
identification of persons and activities in controlled areas of
the premises. Controlled areas include grow rooms, processing
rooms, storage rooms, disposal rooms or areas, and point-of-sale
rooms;

(IT) Cameras are fixed in entrances and exits to the
premises, which shall record from both indoor and outdoor, or
ingress and egress, vantage points;

(ITTI) Recorded images must clearly and accurately display

the time and date; or

Page 27 of 43

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




784
785
786
187
788
789
790
791
792
793
794
795
796
797
798
799
800
801
802
803
804
805
806
807
808
809
810
811
812

Florida Senate - 2017 SB 1758

26-00705C-17 20171758
(IV) Retain video surveillance recordings for a minimum of
45 days or longer upon the request of a law enforcement agency.
2. Ensure that the MMTC’s erganizatienls outdoor premises
have sufficient lighting from dusk until dawn.

3. Establish and maintain a tracking system approved by the

department which #hat traces the marijuana lew-THC—eannabis—oxr
medicatl—ecannabis from seed to sale. The tracking system must
shatt include notification of key events as determined by the
department, including when marijuana eanrabis seeds are planted,
when marijuana eannabis plants are harvested and destroyed, and
when marijuana lew—-THC—eanmabis—eor medical—ecannabis is
transported, sold, stolen, diverted, or lost.

4. Not dispense from its premises marijuana dew—FHE

cannabis—medicat—eannabisy Or a marijuana eannabis delivery
device between the hours of 9 p.m. and 7 a.m., but may perform
all other operations and deliver marijuana tew—THC—eannabis—and
medieat—eanrmabis to qualifying euatified patients 24 hours each
day.

5. Store marijuana J‘ew—-FHECeannabis—eor medical—eannabis in
a secured, locked room or a vault.

6. Require at least two of its employees, or two employees
of a security agency with whom it contracts, to be on the

premises of any cultivation or processing facilities at all

times.

7. Require each employee or contractor to wear a photo

identification badge at all times while on the premises.
8. Require each visitor to wear a visitor’s pass at all
times while on the premises.

9. Implement an alcohol and drug-free workplace policy.
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10. Report to local law enforcement within 24 hours after
it is notified or becomes aware of the theft, diversion, or loss
of marijuana tew-TFHC ecannabis—or medical ecannabis.
(e) To ensure the safe transport of marijuana +ew—TFHC
canrhabis—or—medicat—cannabis to MMTC dispensing—organization
facilities, independent testing laboratories, or qualifying

patients, the MMTC dispensingorganizatien must:

1. Maintain a transportation manifest, which must be

retained for at least 1 year.
2. Ensure only vehicles in good working order are used to
transport marijuana l‘ew-THC—ecannabis——eor medical—ecannabis.

3. Lock marijuana lew-THC—eannabis—er medical—eannabis in a
separate compartment or container within the vehicle.

4. Require at least two persons to be in a vehicle
transporting marijuana l‘ew—FTHC—eannabis—eor medical—eannabis, and
require at least one person to remain in the vehicle while the
marijuana l‘ew—-FHC—eannabis—oeormedical—ecannabis 1s being
delivered.

5. Ensure that any vehicle transporting marijuana to a

qualifying patient or caregiver is legally parked while

marijuana is being delivered to the qualifying patient or

caregiver.

6.5+ Provide specific safety and security training to

employees transporting or delivering marijuana tew—-FTHC—eannabis
ormedical—ecannabis.
(10) 4+ DEPARTMENT AUTHORITY AND RESPONSIBILITIES.—

(a) The department may conduct announced or unannounced

inspections of MMTCs dispersingorganizatieons to determine

compliance with this section or rules adopted pursuant to this

Page 29 of 43

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




842
843
844
845
846
847
848
849
850
851
852
853
854
855
856
857
858
859
860
861
862
863
864
865
866
867
868
869
870

Florida Senate - 2017 SB 1758

26-00705C-17 20171758
section.

(b) The department shall inspect an MMTC a—dispensing
erganizatieon upon complaint or notice provided to the department
that the MMTC dispensing—organization has dispensed marijuana
Jow-FHC—ecannabis—oer medieal—eannabis containing any mold,

bacteria, or other contaminant at a level that may cause or has

caused an adverse effect to human health or the environment.

(c) The department shall conduct at least a biennial

inspection of each MMTC dispensing—eorganizatien to evaluate the
MMTC’ s dispensing—erganizatienls records, personnel, equipment,

processes, security measures, sanitation practices, and quality
assurance practices.

(d) The department shall adopt by rule a process for

approving changes in MMTC ownership or a change in an MMTC

owner’s investment interest of 5 percent or more. This process

shall be limited to verifying compliance with subparagraph
(8) (e) 6.

(e) The department may enter into interagency agreements

with the Department of Agriculture and Consumer Services, the
Department of Business and Professional Regulation, the

Department of Law Enforcement, the Department of Transportation,

the Department of Highway Safety and Motor Vehicles, and the
Agency for Health Care Administration, and such agencies are
authorized to enter into an interagency agreement with the
department, to conduct inspections or perform other
responsibilities assigned to the department under this section.

(f)4e)> The department must make a list of all approved

MMTCs, dispensingorganizations—andgualificedeordering

physicians who are qualified to issue physician certifications,
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2. Failing to maintain qualifications for registration with

the department apprevalt.
3. Endangering the health, safety, or security of a

qualifying ewatified patient.

4. Improperly disclosing personal and confidential

information of a qualifying the—<guatified patient.
5. Attempting to procure MMTC registration with the

department dispensingeorganizatieon—apprevat by bribery,
fraudulent misrepresentation, or extortion.

6. Any owner or manager of the MMTC being convicted or

found guilty of, or entering a plea of guilty or nolo contendere
to, regardless of adjudication, a crime in any jurisdiction
which directly relates to the business of an MMTC a—dispensing

v 5o g A
oot ZatTOtt

7. Making or filing a report or record that the MMTC

dispensing—organizatieon knows to be false.
8. Willfully failing to maintain a record required by this

section or department rule.

9. Willfully impeding or obstructing an employee or agent
of the department in the furtherance of his or her official
duties.

10. Engaging in fraud or deceit, negligence, incompetence,

or misconduct in the business practices of an MMTC a—dispenrsing

11. Making misleading, deceptive, or fraudulent

representations in or related to the business practices of an

MMTC a—dispensingorganizatien.

12. Having a license or the authority to engage in any

regulated profession, occupation, or business that is related to
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929 the business practices of an MMTC a—dispensingorganization

930 suspended, revoked, or otherwise acted against by the licensing
931 authority of any jurisdiction, including its agencies or

932 subdivisions, for a violation that would constitute a violation
933| wunder Florida law.

934 13. Violating a lawful order of the department or an agency
935 of the state, or failing to comply with a lawfully issued

936 subpoena of the department or an agency of the state.

937 (h) The department may suspend, revoke, or refuse to renew
938| an MMTC’s registration with the department a—dispensing

939| erganizatieonls—apprevalt 1f the MMTC a—dispensingorganizatien

940 commits repeated violations specified any—eof+the—vielatiens in

941| paragraph (g) which remain uncured after 30 days’ notice from

942 the department. The department may not suspend, revoke, or

943 refuse to renew an MMTC’s registration due to an uncured

944| wviolation if the MMTC begins taking action to cure the violation

945| within 30 days after receiving a notice of the violation from

946 the department and such action is pursuant to a corrective

947 action plan filed by the MMTC with the department or if the MMTC

948 takes reasonable steps to ensure that a future violation of a

949 similar nature does not occur.

950 (1) The department shall renew an MMTC’s registration with

951 the department the—approval—of odispensingorganization
952| Dbiennially if the MMTC dispensingeorganizatieon meets the

953 requirements of this section and pays the biennial renewal fee.

954 (j) The department may adopt rules necessary to implement

955 this section pursuant to s. 120.536(1) or s. 120.54. The

956| department may use emergency rulemaking procedures pursuant to

957 s. 120.54(4) to adopt rules under this section if necessary to
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958| meet any deadline for rulemaking established in s. 29, Art. X of

959 the State Constitution.
960 (11)+48)> PREEMPTION.—

961 (a) All matters regarding the regulation of the cultivation
962 and processing of marijuana mediecatecannabis—or tow—TFHC cannabis
963| by MMTCs dispensing—organizations are preempted to the state.
964 (b) A municipality may determine by ordinance the criteria
965 for the number and location of, and other permitting

966| requirements that do not conflict with state law or department
967| rule for, dispensing facilities of MMTCs dispensing

968| erganizatiens located within its municipal boundaries. A county
969| may determine by ordinance the criteria for the number,

970 location, and other permitting requirements that do not conflict
971| with state law or department rule for all dispensing facilities

972 of MMTCs dispernsing—erganizatiens located within the

973| unincorporated areas of that county. A municipality or a county

974| may not ban dispensing facilities within its boundaries or enact

975 zoning or other such ordinances that would have the effect of

976| banning dispensing facilities within its boundaries.

977 (12) 49> EXCEPTIONS TO OTHER LAWS.—

978 (a) Notwithstanding s. 893.13, s. 893.135, s. 893.147, or

979 any other provision of law, but subject to the requirements of

980 this section, a qualifying eguwatified patient, or a caregiver who

981 has obtained a valid compassionate use registry identification

982 card from the department, and—the—-egualifiedpatientis—tegat

983| =xrepresentative may purchase from an MMTC and possess for the

984 qualifying patient’s medical use up to the amount of marijuana
985 in the physician’s certification lew-FHC—eannabis—oeormedicalt

986| <eanna N vrderead for 4 P g
ATITITAX T30 L\ S W B WP B SR W [N S N LS i By LJL/LL._L\_/J.J.L.

, but not more than a 45-day
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supply, except as provided in (3) (e), and a marijuana <eanpabis

delivery device specified in the physician’s certification
ordered for the qualifying patient.
(b) Notwithstanding s. 893.13, s. 893.135, s. 893.147, or

any other provision of law, but subject to the requirements of
this section, an MMTC an—approved—dispensingeorganization and
its owners, managers, and employees may manufacture, possess,
sell, deliver, distribute, dispense, and lawfully dispose of
reasonable quantities, as established by department rule, of
marijuana tew—-FHC ecannabis—medicatl—eannabisy Or a marijuana
eanrabis delivery device. As used in Ferpurpeses—ef this

4 ”

subsection, the terms “manufacture,” “possession,” “deliver,”
“distribute,” and “dispense” have the same meanings as provided
in s. 893.02.

(c) Notwithstanding s. 893.13, s. 893.135, s. 893.147, or
any other provision of law, but subject to the requirements of
this section, an approved independent testing laboratory may
possess, test, transport, and lawfully dispose of marijuana +ew-—

THC—ecannabis—eor medicat—eannabis as provided by department rule.

(d) An MMTC appreoved—dispensingorganization and its

owners, managers, and employees are not subject to licensure or

-

regulation under chapter 465 or chapter 499 for manufacturing,
possessing, selling, delivering, distributing, dispensing, or
lawfully disposing of reasonable quantities, as established by
department rule, of marijuana tew—-FHECeannabis—medicat
eaarabisy Or a marijuana eamrabis delivery device.

(e) Exercise by an MMTC of An—approved—dispensing
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eanpabis—under Floridataw—Additienaltyy> the authority provided

to a dispensing organization in s. 499.0295 does not impair its

registration with the department +the approvat—eof o dispensing

(f) This subsection does not exempt a person from
prosecution for a criminal offense related to impairment or
intoxication resulting from the medical use of marijuana lew-THC
cannabis—eormedical—eannabis or relieve a person from any
requirement under law to submit to a breath, blood, urine, or
other test to detect the presence of a controlled substance.

(g) This section does not affect or repeal laws relating to

negligence or professional malpractice on the part of a

caregiver, a physician, or an MMTC or its agents and employees.

(h) This section does not require a health insurance

provider or a governmental agency or authority to reimburse a

person for expenses related to the use of marijuana.
(i) Notwithstanding s. 893.13, s. 893.135, s. 893.147, or

any other provision of law, but subject to the requirements of

this section, a research institute established by a public

postsecondary educational institution, such as the H. Lee

Moffitt Cancer Center and Research Institute established in s.

1004.43, or a state university that has achieved the preeminent

state research university designation pursuant to s. 1001.7065,

may possess, test, transport, and lawfully dispose of marijuana

for research purposes as provided by department rule.

(13) PROHIBITED ACTIVITIES.—

(a) A person or entity may not offer or advertise services
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1045 as an MMTC without registering as an MMTC with the department.

1046| An MMTC may not advertise or hold out to the public that it

1047| holds a registration for other than that for which it actually
1048| holds the license.

1049 (b) The operation or maintenance of an unauthorized

1050 dispensing organization or entity or the performance of a

1051 service that requires registration without proper registration

1052 is a violation of this section. The department or any state

1053| attorney may, in addition to other remedies provided in this

1054| section, bring an action for an injunction to restrain any

1055| wunauthorized activity or to enjoin the future operation or

1056| maintenance of the unauthorized dispensing organization or

1057 entity or the performance of any service in violation of this

1058 section until compliance with this section and department rules

1059| has been demonstrated to the satisfaction of the department.

1060 (c) If after receiving notification from the department,

1061 such person or entity fails to cease operation, the department

1062| may impose an administrative fine of up to $10,000 per

1063| wviolation, in addition to other penalties as prescribed by this

1064 section or applicable criminal law. In addition, the department

1065| may assess reasonable investigative and legal costs for

1066| prosecution of the violation against the person or entity. Each

1067 day of continued operation is a separate offense.

1068 (14) IMPORTATION AND EXPORTATION OF MARIJUANA.—
1069 (a) Marijuana may not be imported from outside this state.
1070 (b) Marijuana and products containing marijuana which are

1071 cultivated and produced in accordance with this section may be

1072| exported as authorized by federal law and the laws of the states

1073 or countries to which they are exported.
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1074 Section 2. Subsections (1) and (2) of section 381.987,
1075 Florida Statutes, are amended, and paragraphs (b) and (c) of
1076| subsection (3) of that section are amended, to read:
1077 381.987 Public records exemption for personal identifying
1078 information in the compassionate use registry.—
1079 (1) A patient’s personal identifying information held by
1080 the department in the compassionate use registry established
1081 under s. 381.986, including, but not limited to, the patient’s
1082 name, address, telephone number, and government-issued
1083 identification number, and all information pertaining to the
1084| physician certification physieianls—erder for marijuana tew-THE
1085| eannabis and the dispensing thereof are confidential and exempt
1086 from s. 119.07(1) and s. 24(a), Art. I of the State
1087| Constitution.

1088 (2) A physician’s identifying information held by the

1089| department in the compassionate use registry established under
1090 s. 381.986, including, but not limited to, the physician’s name,
1091 address, telephone number, government-issued identification

1092 number, and Drug Enforcement Administration number, and all

1093 information pertaining to the physician certification

1094| epbysteianls—erder for marijuana +tew—-FHC—eannabis and the

1095 dispensing thereof are confidential and exempt from s. 119.07 (1)
1096 and s. 24(a), Art. I of the State Constitution.

1097 (3) The department shall allow access to the registry,

1098 including access to confidential and exempt information, to:
1099 (b) A medical marijuana treatment center dispensing

1100| erganizatiern approved by the department pursuant to s. 381.986

1101| which is attempting to verify the authenticity of a physician
1102 certification physieianls—oerder for marijuana lew-FHC—eannabis,
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including whether the physician certification erder had been

previously filled and whether the physician certification exrder

was written for the person attempting to have it filled.
(c) A physician who has issued a physician certification
itten—an—eorder for marijuana ltew-THEc—eannabis for the purpose

of monitoring the patient’s use of such cannabis or for the

purpose of determining, before issuing an order for marijuana

tow—TFHC—eannabis, whether another physician has ordered the
patient’s use of marijuana lew-FHEC—eanmabis. The physician may
access the confidential and exempt information only for the

patient for whom he or she has ordered or is determining whether

to order the use of marijuana ‘tew—-FHE—eannabis pursuant to s.
381.986.

Section 3. Subsection (1) of section 385.211, Florida
Statutes, is amended to read:

385.211 Refractory and intractable epilepsy treatment and
research at recognized medical centers.—

(1) As used in this section, the term “low-THC cannabis”
means “low-THC cannabis” as defined in s. 381.986 which £hat is
dispensed only from a medical marijuana treatment center

dispensingorganizatien as defined in s. 381.986.
Section 4. Subsections (2) and (3) of section 499.0295,

Florida Statutes, are amended to read:
499.0295 Experimental treatments for terminal conditions.—

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

AN\ o =
Vi =
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1132 (a)4b)r “Eligible patient” means a person who:
1133 1. Has a terminal condition that is attested to by the

1134| patient’s physician and confirmed by a second independent
1135| evaluation by a board-certified physician in an appropriate
1136| specialty for that condition;

1137 2. Has considered all other treatment options for the
1138 terminal condition currently approved by the United States Food
1139| and Drug Administration;

1140 3. Has given written informed consent for the use of an
1141 investigational drug, biological product, or device; and
1142 4. Has documentation from his or her treating physician
1143 that the patient meets the requirements of this paragraph.
1144 (b)4e)> “Investigational drug, biological product, or

1145| device” means+

1146 1+ a drug, biological product, or device that has

1147 successfully completed phase 1 of a clinical trial but has not
1148| been approved for general use by the United States Food and Drug
1149| Administration and remains under investigation in a clinical
1150 trial approved by the United States Food and Drug

1151 Administrations—er

1152 2—Mediecal—ecanrabis—that s manufactored—and—seltdbvy—a
1153| dispensingorganization.
1154 (c)+e “Terminal condition” means a progressive disease or

1155| medical or surgical condition that causes significant functional
1156 impairment, is not considered by a treating physician to be

1157 reversible even with the administration of available treatment
1158 options currently approved by the United States Food and Drug

1159 Administration, and, without the administration of life-

1160 sustaining procedures, will result in death within 1 year after
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1161 diagnosis if the condition runs its normal course.
1162 (d) ey “Written informed consent” means a document that is
1163 signed by a patient, a parent of a minor patient, a court-
1164| appointed guardian for a patient, or a health care surrogate
1165| designated by a patient and includes:
1166 1. An explanation of the currently approved products and
1167 treatments for the patient’s terminal condition.
1168 2. An attestation that the patient concurs with his or her
1169| physician in believing that all currently approved products and
1170 treatments are unlikely to prolong the patient’s life.
1171 3. Identification of the specific investigational drug,
1172| biological product, or device that the patient is seeking to
1173| wuse.
1174 4. A realistic description of the most likely outcomes of
1175| wusing the investigational drug, biological product, or device.
1176 The description shall include the possibility that new,
1177 unanticipated, different, or worse symptoms might result and
1178 death could be hastened by the proposed treatment. The
1179| description shall be based on the physician’s knowledge of the
1180| proposed treatment for the patient’s terminal condition.
1181 5. A statement that the patient’s health plan or third-
1182| party administrator and physician are not obligated to pay for
1183 care or treatment consequent to the use of the investigational
1184 drug, biological product, or device unless required to do so by
1185 law or contract.
1186 6. A statement that the patient’s eligibility for hospice
1187 care may be withdrawn if the patient begins treatment with the

1188 investigational drug, biological product, or device and that

1189| hospice care may be reinstated if the treatment ends and the
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1190| patient meets hospice eligibility requirements.
1191 7. A statement that the patient understands he or she is
1192 liable for all expenses consequent to the use of the
1193 investigational drug, biological product, or device and that
1194| 1liability extends to the patient’s estate, unless a contract
1195| between the patient and the manufacturer of the investigational
1196| drug, biological product, or device states otherwise.
1197 (3) Upon the request of an eligible patient, a manufacturer

1198| may, or, upon the issuance of a physician certification =

1199| physieianls—erder pursuant to s. 381.986, an MMTC a—dispersing
1200| erganizatiern may:
1201 (a) Make its investigational drug, biological product, or

1202| device available under this section.

1203 (b) Provide an investigational drug, biological product,
1204| device, or marijuana earrabis delivery device as defined in s.
1205 381.986 to an eligible patient without receiving compensation.
1206 (c) Require an eligible patient to pay the costs of, or the
1207 costs associated with, the manufacture of the investigational
1208 drug, biological product, device, or marijuana eanrabis delivery
1209| device as defined in s. 381.986.

1210 Section 5. Subsection (1) of section 1004.441, Florida

1211 Statutes, is amended to read:

1212 1004.441 Refractory and intractable epilepsy treatment and
1213 research.—

1214 (1) As used in this section, the term “low-THC cannabis”
1215| means “low-THC cannabis” as defined in s. 381.986 which £heat is
1216| dispensed only from a medical marijuana treatment center

1217| dJispensingeorganizatien as defined in s. 381.986.

1218 Section 6. The Division of Law Revision and Information is
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directed to replace the phrase “the effective date of this act”

wherever it occurs in this act with the date the act becomes a

law.
Section 7. This act shall take effect upon becoming a law.
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