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Florida Senate - 1999 CS for SB 2468

By the Cormittee on Fiscal Resource and Senator Kirkpatrick

314-2156- 99

A bill to be entitled
An act relating to econonic devel opnent;
expressing legislative intent to foster the
devel opnent of the health technol ogy industry;
anmending s. 499.015, F.S.; exenpting certain
nedi cal device manufacturers from specified
registration and fee provisions of the Florida
Drug and Cosnetic Act; requiring docunentation
to support such exenption fromthe act;
requiring the State University System and the
University of Manm to report to the
Legi sl ature on eval uation of certain business
i ncubator, clinical trial, intellectua
property, and technology transfer activities;
requiring consultation with specified entities
as part of such evaluation; encouraging the
State Board of Community Col |l eges to continue
its efforts on the devel oprment of curriculumto
support the workforce needs of the health
technol ogy industry; directing Enterprise
Florida, Inc., and the Departnent of Banking
and Fi nance to evaluate ch. 517, F.S., to
determine its inpact on the ability of health
technology firns to raise capital; providing an
ef fective date.

WHEREAS, Enterprise Florida, Inc., has a sector

strategy devoted to Florida's health technol ogy industry, and

WHEREAS, the health technol ogy industry represents a

val ued and growi ng sector of Florida's econony, and
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WHEREAS, the health technol ogy industry enpl oys nore
t han 250,000 Floridians at a high average wage and is a
significant contributor to state and | ocal tax revenue, and
WHEREAS, the health technol ogy industry is doninated by
smal | enpl oyers and entrepreneurs that ook to the state, its
communi ti es, econonic devel opnent organi zations, community
col l eges, and universities to provide an environnent that wll
nurture its devel opnent, and
WHEREAS, the health technol ogy industry inproves the
quality of life for all Floridians, and
WHEREAS, the Florida Legislature recogni zes the
i mportance of this industry to our state, NON THEREFORE,

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

Section 1. It is the intent of the Legislature to

encourage and facilitate the | ocation and expansi on of the

state's health technol ogy industry. This industry sector

creates hi gh-wage, val ue-added jobs that strengthen and

diversify the state's econony.
Section 2. Subsections (8) and (9) are added to
section 499.015, Florida Statutes, 1998 Supplenent, to read:
499. 015 Registration of drugs, devices, and cosnetics;

i ssuance of certificates of free sale.--

(8) Notwithstanding any requirenments set forth in ss.
499. 001-499. 081, a namnufacturer of nedical devices who is
regi stered with the Federal Food and Drug Adnministration is

exenpt fromthis section and s. 499.041(6) if:

(a) The manufacturer's nedical devices are approved

for marketing by, or listed with, the Federal Food and Drug
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Admi nistration in accordance with federal |aw for conmmerci al

di stribution; or

(b) The manufacturer subcontracts with a nmanufacturer

of nedical devices to manufacture conponents of such devi ces.

(9) However, the manufacturer nust submt evidence of

such registration, listing, or approval with its initial

application for a pernit to do business in this state, as

required in s. 499.013 and any changes to such infornation

previously submitted at the tine of renewal of the pernit.

Evi dence of approval, listing, and registration by the Federa

Food and Drug Administration nust include:

(a) For Cass Il devices, a copy of the prenarket
notification letter (510K)
(b) For COass IlIl devices, a Federal Food and Drug

Adm ni stration prenmarket approval nunber

(c) For a manufacturer who subcontracts with a

manuf act urer of nedi cal devices to nanufacture conponents of

such devi ces, a Federal Food and Drug Administration

regi stration nunber; or

(d) For a manufacturer of nedical devices whose

devi ces are exenpt from prenarket approval by the Federal Food

and Drug Administration, a Federal Food and Drug

Adm ni stration registrati on nunber

Section 3. The State University System and the

University of Mani shall evaluate the feasibility of

establ i shing additional health technol ogy busi ness incubators

simlar to the University of Florida's Sid Martin

Bi ot echnol ogy Institute at appropriate state universities or

the University of Mam, and the feasibility of enhancing and

expandi ng current facilities to support health technol ogy

conpani es. The State University Systemand the University of
3
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1| Mani shall evaluate establishing cooperative clinical trial
2| prograns in conjunction with their nmedical schools. The State
3| University Systemshall al so eval uate and reconmend ways to
4 | support, inprove, encourage, and facilitate the creation of
5| and the coll aboration with Florida-based businesses in

6| licensing State University Systemintellectual property, and
7| the collaboration of State University System enpl oyees with
8 | Florida businesses in research and technol ogy transfer

9| efforts. The State University System and the University of
10| Manmi shall consult with the Health Technol ogy Advisory

11| Council of Enterprise Florida, Inc., and Bi o+Florida as part
12 | of these eval uations and recomendations. The State

13| University Systemand the University of Mam shall report
14 | their recommendations to the Governor, the President of the
15| Senate, and the Speaker of the House of Representatives by
16 | Decenber 1, 1999.

17 Section 4. The State Board of Community Colleges is
18 | encouraged to continue its efforts to devel op health

19 | technology curricula to support the industry's workforce
20| needs. The State Conmunity Coll ege Systemshall report its
21| results to the Governor, the President of the Senate, and the
22 | Speaker of the House of Representatives by Decenber 1, 1999.
23 Section 5. Enterprise Florida, Inc., and the
24 | Departnent of Banki ng and Fi nance are encouraged to continue
25| their efforts to enhance opportunities for small-capita
26 | formation in Florida while providing appropriate protections
27 | for Florida investors. Enterprise Florida, Inc., and the
28 | Departnent of Banki ng and Fi nance shall eval uate chapter 517,
29| Florida Statutes, to determine its inpact on the ability of
30| Florida's Health Technology firns to raise capital
31 Section 6. This act shall take effect July 1, 1999.
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STATEMENT OF SUBSTANTI AL CHANGES CONTAI NED I N
CCNNITTEEBSEEEEITUTE FOR

ttee substitute renoves the bill's tax exenption for
echnol ogy. i ndustry and reduces the fiscal | npact

| toinsighificant. It al so_anends recomrendati ons
ty C?Ileges and Enterprise Florida concerning
ronotion.

© 00 N o O DN P

W N NNNNNMNNNNNRERRRRRR R pRp P
©O © ® N O U N WNERPRO © 0 ~NO O D WN P O

w
=

5
CODING:Words st+ieken are deletions; words underlined are additions.




