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SB 1396 First Engrossed

Abill to be entitled
An act relating to the registration of drugs,
devi ces, and cosnetics; anending s. 499. 015,
F.S.; exenpting fromss. 499. 015, 499.041(6),
F.S., manufacturers of nedical devices that
neet specified requirenents of the federal Food
and Drug Administration; requiring certain
information to be subnmitted with such a
manuf acturer's application for a permt to do
business in this state; providing an effective
dat e.

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

Section 1. 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 nmanufacturer of nedical devices that 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

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
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1|required in s. 499.013 and any changes to such information
2| previously subnmitted at the tine of renewal of the permt.
3 | Evidence of approval, listing, and registration by the federal
4 | Food and Drug Administration nust include:
5 (a) For Cass Il devices, a copy of the pre-nmarket
6| notification letter (510K);
7 (b) For COass IlIl devices, a Federal Drug
8 | Admi ni stration pre-nmarket approval nunber;
9 (c) For a manufacturer who subcontracts with a
10 | manuf acturer of nedical devices to nanufacture conponents of
11 | such devices, a Federal Drug Administration registration
12 | nunber; or
13 (d) For a manufacturer of nedical devices whose
14 | devices are exenpt from pre-nmarket approval by the Federal
15| Drug Administration, a Federal Drug Adninistration
16 | regi strati on nunber.
17 Section 2. This act shall take effect July 1, 1999.
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