Fl ori da House of Representatives - 1997 HB 1115

By Representatives Saunders, Peaden, Barreiro,
Dawson- Wi te and Ki ng

1 A bill to be entitled

2 An act relating to clinical |aboratory

3 personnel ; anending s. 408.033, F.S.; providing
4 an exenption fromcertain health care

5 facilities assessnments for clinica

6 | aboratories operated by practitioners for

7 excl usi ve use; anending s. 483.035, F.S.

8 requiring the Agency for Health Care

9 Adm nistration to adopt rules relating to

10 personnel of such | aboratories; anending ss.
11 483. 101, 483.106, F.S.; deleting a requirenent
12 that application for a clinical |aboratory

13 license or certificate of exenption be nade
14 under oath; anmending s. 483.172, F.S.

15 providing for expiration of the agency's

16 authority to collect a fee fromcertain

17 | aboratories; anending ss. 483.801, 483.813
18 F.S.; providing for an exenption from

19 regulation for certain practitioners and

20 persons enpl oyed by certain | aboratories;

21 anending s. 483.803, F.S.; revising the

22 definition of "clinical |aboratory personnel”
23 anending s. 483.811, F.S.; providing

24 application of regulatory provisions to certain
25 clinical |aboratories; creating s. 483. 824,

26 F.S.; providing qualifications of a clinica
27 | aboratory director; providing an effective
28 dat e.

29

30| Be It Enacted by the Legislature of the State of Florida:
31
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1 Section 1. Paragraph (a) of subsection (3) of section
2| 408.033, Florida Statutes, is anended to read:
3 408.033 Local and state health planning.--
4 (3) FUNDI NG - -
5 (a) The Legislature intends that the cost of |oca
6 | health councils and the Statew de Health Council be borne by
7| application fees for certificates of need and by assessnents
8| on selected health care facilities subject to facility
9] licensure by the Agency for Health Care Adninistration
10 | including abortion clinics, assisted living facilities,
11 | anbul atory surgical centers, birthing centers, clinica
12 | l aboratories except comunity nonprofit blood banks, clinica
13 | | aboratories operated by practitioners for exclusive use
14 | regul ated under s. 483. 035, hone heal th agenci es, hospices,
15| hospitals, internediate care facilities for the
16 | devel opnental |y di sabl ed, nursing hones, and nulti phasic
17 | testing centers and by assessnents on organi zations subject to
18 | certification by the agency pursuant to chapter 641, part |11,
19 | i ncl udi ng heal th mai nt enance organi zations and prepaid health
20| clinics.
21 Section 2. Subsection (1) of section 483.035, Florida
22 | Statutes, is anended to read:
23 483.035 dinical |aboratories operated by
24 | practitioners for exclusive use; licensure and regul ation. --
25 (1) Aclinical |aboratory operated by one or nore
26 | practitioners |icensed under chapter 458, chapter 459, chapter
27 | 460, chapter 461, chapter 462, or chapter 466, exclusively in
28 | connection with the diagnosis and treatnent of their own
29 | patients, nust be |icensed under this part and nust conply
30| with the provisions of this part, except that the agency shal
31| adopt rules for staffing, for personnel, including education
2
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and training of personnel, for proficiency testing, and for

construction standards relating to the licensure and operation
of the | aboratory based upon and not exceeding the sane
standards contained in the federal Cinical Laboratory

| nprovenent Anmendnents of 1988 and the federal regulations
adopt ed t hereunder.

Section 3. Section 483.101, Florida Statutes, is
amended to read:

483.101 Application for clinical |aboratory
license.--An application for a clinical |aboratory |license
nmust be nade under—eath by the owner or operator of the
clinical |aboratory or by the public official responsible for
operating a state, nunicipal, or county clinical |aboratory or
institution that contains a clinical |aboratory, upon forns
provided by the agency. A license nust be issued authorizing
the performance of one or nore clinical |aboratory procedures
or one or nore tests on each specialty or subspecialty. A
separate license is required of all |aboratories nmaintained on
separate prenises even if the | aboratories are operated under
t he sanme nanagenent. Upon receipt of a request for an
application for a clinical laboratory license, the agency
shal|l provide to the applicant a copy of the rules relating to
|icensure and operations applicable to the |aboratory for
which licensure is sought.

Section 4. Section 483.106, Florida Statutes, is
amended to read:

483.106 Application for a certificate of
exenption.--An application for a certificate of exenption nust
be made under—eath by the owner or operator of a clinica
| aboratory that perforns only waived tests as defined in s.
483.041. A certificate of exenption authorizes a clinica

3
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| aboratory to performwaived tests. Laboratories naintained
on separate prem ses and operated under the sane nanagenent
may apply for a single certificate of exenption or nultiple
certificates of exenption. The agency shall, by rule, specify
the process for biennially issuing certificates of exenption
Sections 483.011, 483.021, 483.031, 483.041, 483.172, 483. 23,
and 483.25 apply to a clinical laboratory that obtains a
certificate of exenption under this section

Section 5. Subsection (4) of section 483.172, Florida
Statutes, is anended to read:

483. 172 License fees.--

(4) Upon Cctober 1, 1993, and until the agency is
granted state exenption status by the Health Care Fi nancing
Adm nistration, |aboratories that are |icensed under the
dinical Laboratory Inprovenent Anmendnents of 1988 nmay not be
assessed the fees specified in subsections (2) and (3) by the
agency. During that period, a fee nust be assessed to those
| aboratories to cover the cost of state activities beyond
those required under the dinical Laboratory | nprovenent
Amendnents of 1988. This fee is $100 biennially. The
authority to collect the fee set forth in this subsection

expires July 1, 1997.
Section 6. Section 483.801, Florida Statutes, is
anended to read:

483.801 Exenptions.--This part applies to all clinica
| aboratories and clinical |aboratory personnel within this
state, except:

(1) dinical |aboratories operated by the United
St ates Gover nnent.

4
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(2) Laboratories operated and nai ntai ned excl usively
for research and teachi ng purposes, involving no patient or
public health service what soever.

(3) Persons engaged in testing perforned by

| aboratories regul ated under s. 483.035(1) or exenpt from
regul ati on under s. 483.031(2).
(4) Respiratory therapists and respiratory care

practitioners certified or registered under part V of chapter
468.

Section 7. Subsection (3) of section 483.803, Florida
Statutes, is anended to read:

483.803 Definitions.--As used in this part, the term

(3) "dinical laboratory personnel" includes a
clinical |aboratory director, supervisor, technol ogist, blood
gas anal yst, or technician who perforns or is responsible for
| aboratory test procedures, but the term does not include
trai nees, persons who perform screening for bl ood banks or
pl asmapheresi s centers, phlebotomi sts, or persons enpl oyed by
a clinical laboratory to perform manual pretesting duties or
clerical, personnel, or other admi nistrative responsibilities,
or persons engaged in testing performed by | aboratories

regul ated under s. 483.035(1) or exenpt fromregul ati on under
s. 483.031(2).

Section 8. Subsection (3) of section 483.811, Florida
Statutes, is anended to read:

483.811 Approval of |aboratory personnel training
pr ogr ans. - -
(3) Aclinical |aboratory operated by one or nore

practitioners who hold the facilities of the | aboratory out as

avail able for the performance of diagnostic tests for other

practitioners or their patients is subject to the provisions
5
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of this part. Fhe—board—shatt—adopt—rutes—+for—thet+iecensure,

Section 9. Section 483.813, Florida Statutes, is
anended to read:

483.813 dinical |aboratory personnel license.--A
person may not conduct a clinical |aboratory exam nation or
report the results of such exam nation unless such person is
licensed under this part to performsuch procedures. However,
this provision does not apply to any practitioner of the
healing arts authorized to practice in this state or to

persons engaged in testing perforned by | aboratories regul ated

under s. 483.035(1) or exenpt fromregul ati on under s.

483.031(2). The departnent nmay grant a tenporary license to
any candidate it deens properly qualified, for a period not to
exceed 6 nont hs.

Section 10. Section 483.824, Florida Statutes, is
created to read

483.824 (Qualifications of clinical |aboratory

director.--A clinical |aboratory director must neet one of the

foll owing requirenents:

6
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1 (1) Be a physician |licensed under chapter 458 or

2 | chapter 459;

3 (2) Hold an earned doctoral degree in a chenical

4 | physical, or biological science froman accredited

5|institution; or

6 (3) For the subspecialty of oral pathol ogy, be a

7 | physician licensed under chapter 458 or chapter 459 or a

8 | dentist licensed under chapter 466.

9 Section 11. This act shall take effect upon beconming a

10 | I aw

11
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13 SENATE SUMVARY

14 Exenpts clinical |aboratories operated by practitioners
for exclusive use fromthe health care facilities

15 assessment that funds the | ocal and statew de health
councils. Requires the Agency for Health Care

16 Adm nistration to adopt rules relating to ﬂersonnel of
such | aboratories, Renoves a reqU|renent t hat application

17 for a clinical [aboratory |icense or certificate of
exenpti on be made under 0oath, PrOV|des that the agency's

18 authority to collect a biennial $100 fee from
| aboratories |icensed under the federal Cinica

19 Laboratories | nprovenent Anendnents of 1988 expires on
July 1, 1997. Revises the definition of "clinica

20 | aboratory Personnel and provisions relating to
exenptions tromregul ation, to exenpt personsS engaged in

21 testln? per f or med ¥ exenpt or excl usive-use
| aboratories, Specities quallflcatlons for clinica

22 | aboratory directors. Revises provision describing
certain clinical [aboratories to which the provisions of

23 pt. IV of ch. 483, F. S., apply.

24

25

26

27

28

29

30

31
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