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FI NAL ORDER

This case, consolidated with DOAH Case No. 00-1622RP, was
heard by Wlliam R Pfeiffer, the assigned Adm nistrative Law
Judge of the Division of Adm nistrative Hearings, on July 25-27
and August 7-8, 2000, in Tallahassee, Florida.
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STATEMENT OF THE | SSUE

The issue in this case is whether the chall enged portions
of the proposed anendnents set forth in the Fourth Notice of
Change for Rule 64B8-9.009, Florida Adm nistrative Code (FAC),
published in the Florida Adm nistrative Wekly on February 18,
2000, constitute an invalid exercise of delegated |egislative

authority.



PRELI M NARY STATEMENT

On February 25, 2000, Petitioners, Florida Acadeny of
Cosnetic Surgery, Inc. (FACS), Charles Gaper, MD., D.D.S.,
FACS (G aper), and R Gregory Smth, MD. (Smth) (collectively
Petitioners) filed a Petition for Adm nistrative Determ nation
of the Invalidity of a Proposed Rule (Petition). The Petition
was assi gned DOAH Case No. 00-0951RP. Leave to intervene was
granted to the Florida Society of Anesthesiologists, Inc. (FSA),
the Florida Association of Nurse Anesthetists (FACA), the
Florida Society of Plastic Surgeons, Inc. (FSPS), the Florida
Soci ety of Dermatol ogy, Inc. (FSD), the Florida Hospital
Association, Inc., and Association of Community Hospitals and
Health Systens of Florida, Inc. (collectively Hospitals), the
Fl ori da Nurses Association (FNA) and the Florida Chapter of the
Anerican Col |l ege of Surgery (ACS).

On March 8, 2000, Petitioners FACS, Gaper, and Smth filed
an Anended Petition for Adm nistrative Determ nation of the
Invalidity of a Proposed Rule in DOAH Case No. 00-0951RP

On April 17, 2000, the FANA filed a Petition to Chall enge
Proposed Rule challenging the Fourth Notice of Change. It was
assi gned DOAH Case No. 00-1622RP and was consol idated with DOAH
Case No. 00-0951RP on My 4, 2000.

Cont enporaneous with the filing of the challenge to the

proposed Rul e anendnent at issue in this case, Petitioners FACS,



Graper, and Smth also filed challenges to several aspects of
the Board' s existing Rules related to office-based surgery which
are contained in Rule 64B8-9.009, Florida Adm nistrative Code.
The chal |l enges to the provisions of the existing Rule were

assi gned DOAH Case No. 00-1058RX and a formal hearing was
conducted in that case on June 14-16, and June 21, 2000, before
t he undersigned Adm nistrative Law Judge. On Septenber 7, 2000,
a Final Order was entered in DOAH Case No. 00-1058RX (Fi nal
Order) which invalidated certain portions of the Board's
existing Rule including the requirenents for hospital staff
privileges to performLevel 11l office surgeries and transfer
agreenents as a precondition to performLevel Il office
surgeries if the operating physician did not have hospital staff
privileges. Anong the proposed Rul e changes included in the
Fourth Notice of Change was a revision to the recently
invalidated rule provision regarding staff privileges.

The Amended Petition for an Adm nistrative Determ nation of
the Invalidity of a Proposed Rule filed in the present case
(DOAH Case No. 00-0951RP) by Petitioners seeks a determ nation
that the proposed changes to Rule 64B8-9.009 (6)(b)1.a. are an
invalid exercise of delegated |egislative authority.

During the hearing in this matter, the parties stipul ated
that the entire record fromthe earlier proceedi ng shall be

received into evidence. As docunented in the rul emaking record,



the clear intent of the Board was to anmend the staff privileges
requi renent and provide additional alternatives for
denonstrating sufficient training and conpetence to perform
Level 111 office surgery. The argunent raised in the earlier
proceedi ng nust be evaluated in light of the revisions proposed
to the hospital staff privileges requirenent by the Fourth
Notice of Change. The results of that analysis are set forth in
t he Findings of Fact and Concl usions of Law bel ow.

A formal adm nistrative hearing on the consoli dated
proposed rul e chall enge petitions was held on July 25-27 and
August 7-8, 2000. At the hearing, Petitioners FACS, G aper, and
Smth presented the testinony of D ana Cal derone, MD.;

Dougl as D. Dedo, M D.; Anthony Rogers, MD.; Peggy Bowen, CRNA
Charles Gaper, DD.S., MD.; WIlliam N Wtson, MD.; and

R Gegory Smth, MD. Petitioner FANA presented the testinony
of Mchael B. Pine, MD.; Mtchell H Tobin; Kriston J. Kent,

M D.; Sandra Darlng, CRNA, Maria Garcia-Qero, CRNA EdD.

Robert Barnes, CRNA; and David Rogers, CRNA. The FNA presented
the testinony of Barbara Linpkin. The FSPS, FSD, and FCACS
presented the testinony of M chael Pol akov; Christopher R
Seynour; Mohammed R Samiian, M D.; Dean Livingston Johnston

M D.; Enrique J. Fernandez, MD.; and Gary Rosenberg, M D. The
FSA presented the testinony of Stephen Thomas Pyles, MD.

Joseph Franklin Cassady, Jr., MD.; Rafael Mguel, MD.;



Andrew Astrove, MD.; Lee Bailey Massengill; Marilyn Mrris;
Thomas Wescott Andrews, M D.; David Craig Mackey, MD.;
Luis Cajina, MD.; Enrique Murciano, MD.; and Al an Levine. The
Board presented the testinony of Liz O oud, CGeorges El-Bahri,
MD., and R Gegory Smith, MD. Petitioners' Exhibits nunbered
1, 4, 5, 6, 7, 8, 9, and 10 were received into evidence. FANA's
Exhi bits nunbered 1, 2, 3, 4, and 6 were received into evidence.
FSPS Exhibits nunbered 1, 2, 4, 5, 6, and 9 were received into
evi dence.

The Transcript was filed on Septenber 1, 2000. The parties
subm tted Proposed Findings of Facts and Concl usi ons of Law
whi ch have been considered by the Adm nistrative Law Judge.

FI NDI NGS OF FACT

Backgr ound

1. Rule 64B8-9.009, Florida Adm nistrative Code, is the
Board's Rul e governing the standards of care for office surgery.
The Rule was first adopted on February 1, 1994 as a Rul e 61F6-
27.009, Florida Adm nistrative Code. It was transferred to Rule
59R-0. 009, Florida Adm nistrative Code, and was amended on
May 17, 1994; Septenber 8, 1994; and Novenber 15, 1994, and then
was finally transferred to Rule 64B8-9. 009, Florida
Adm ni strative Code.

2. In February of 1998, the Board directed its Surgical

Care Committee to evaluate Rul e 64B8-9. 009 and to nmake



recomendations for any nodifications or anendnents to the Rule.
The 1998 Florida Legislature also addressed the issue of office-
based surgery and provided that the Board may "establish by rule
standards of practice and standards of care for particular
practice settings . . . " including office-surgery environnents.
As di scussed bel ow, hearings were conducted by the Board and its
Surgical Care Commttee to consider changes to the office
surgery rule.

The Parties

R Gegory Smth, MD., Charles Gaper, DD.S., MD.
and Fl orida Acadeny of Cosnetic Surgery

3. Petitioner R Gegory Smth, MD., is a licensed
medi cal doctor practicing in Ponte Vedra Beach, Florida. Smth
practices cosnetic surgery, plastic surgery, and
oral maxill ofacial surgery in his office. Smth has a denta
degree fromChio State University College of Dentistry, a
residency in oral and maxillofacial surgery and a degree in
medi ci ne.

4. Approximately 30 percent of FACS nenbers use general
anesthesia (Level 111) in their office surgery procedures. At
| east one representative of FACS has attended each public
rul emaki ng hearing relating to proposed Rule 64B8-9.009, Florida
Adm ni strative Code. FACS actively participated in the

rul emaki ng process, expressing concerns relating to transfer



agreenents, hospital privileges, and the requirenent for an
anest hesiologist in Level |1l surgery. FACS purposes include
addr essi ng adverse outcones in the field of cosnetic surgery and
i npl ementi ng recomended approaches to inprove patient safety.

5. Petitioner Charles EE Gaper, DD.S., MD., is a
Florida licensed nmedi cal doctor and dentist practicing in
Gainesville, Florida. G aper received his doctorate in dental
surgery fromEnory University in 1971, his nedical degree from
Hahnemann Uni versity Medical School in 1983, and received one
year of post-graduate training in general surgery at Ol ando
Regi onal Medical Center. G aper is Board-certified by the
Anerican Board of Oral and Maxill ofacial Surgery, Board-
certified in general cosnetic surgery, Board-eligible in general
pl astic surgery, and is a Fellow of the Anmerican Coll ege of
Sur geons.

6. G aper perfornms in his office cosnetic surgery,
functional surgery, and surgery bel ow the head and neck which
woul d not be authorized by his dental |icense. G aper has been
practicing cosnetic surgery for 20 years and has been teaching
cosnetic surgery for 15 years. G aper has experience in

performng Level 111 office surgery using general anesthesia.



The Board of Medicine

7. The Board of Medicine (Board) regulates the practice of
medicine in Florida, and is the agency that adopted the rule at
i ssue.

The Florida Society of Plastic Surgeons, Inc., Florida Chapter,

Anerican Col |l ege of Surgeons and Florida Society of
Der mat ol ogi st s

8. The FSPS, FCACS, and the FSD are conprised of Florida
physi ci ans who practice in the areas of plastic surgery and
der mat ol ogy.

9. As licensed physicians (MD.s), nenbers of FSPS, FCACS,
and FDS are subject to the regul ations pronul gated by the Board
of Medicine. A substantial nunber of physician nenbers of the
FSPS, the FCACS, and the FSD performoffice surgery and are
affected by the proposed anmendnents to Rul e 64B8-9.009, Florida
Adm ni strative Code.

10. FSPS is a Florida not-for-profit corporation whose 270
menbers are board-certified plastic surgeons (of the
approxi mately 375 such physicians statew de) licensed in the
State of Florida pursuant to Chapter 458, Florida Statutes.

FSPS was created and exists for the purposes of pronoting
pl astic surgery as a science and profession. FSPS regularly
participates in |legislative efforts, rul emaking proceedi ngs, and

litigation on behalf of its nenbers, and has participated
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t hroughout the rul emaki ng process with respect to Florida
Adm ni strative Code Rul e 64B8-9. 009.

11. FCACS is a Florida not-for-profit corporation whose
1400 nmenbers are surgeons licensed in the State of Florida
pursuant to Chapter 458, Florida Statutes. FCACS was created
and exists for the purposes of pronpting surgery as a science
and profession. FCACS regularly participates in |egislative
efforts, rul emaking proceedings, and litigation on behalf of its
menbers. Menbers of the Association, including Petitioner
G aper, routinely performoffice surgery.

12. FSDis a Florida not-for-profit corporation whose 462
menbers are board-certified dermatologists licensed in the State
of Florida pursuant to Chapter 458, Florida Statutes. FSD was
created and exists for the purposes of pronoting surgery as a
science and profession. FSD regularly participates in
| egi sl ative efforts, rul emaki ng proceedings, and litigation on
behal f of its nenbers. Menbers of the Association, including
David Allyn, MD., and D ane Cal derone, MD., routinely perform
of fice surgery.

The Fl orida Soci ety of Anesthesiologists, Inc., Florida

Hospital Association, Inc. and Association of Conmunity
Hospital s and Health systens

13. The FSAis a not-for-profit professional nmenbership

organi zati on representing approxi mately 2,000 anest hesi ol ogi sts

11



in Florida. FSA nenbers practice in educational institutions,
hospital s, anmbul atory surgical centers, and physicians' offices.

14. The purpose of the FSAis to provide its nenbers
i nformati on about anesthesiology and to informthe public about
i ssues related to anest hesi ol ogy.

15. The FHA and the ACHHS are nonprofit trade associations
whi ch represent over 200 hospitals and health systenms. FHA and
ACHHS represent nmenber hospitals and health systens on conmon
interests before the branches of governnent, particularly with
respect to regul ations that inpact the nmenbers.

The Fl orida Nurses Associati on (FNA)

16. The Florida Nurses Association is a professional
associ ation of approximately 7,500 nurses licensed in the state
of Florida, including approximtely 1,700 advanced regi stered
nurse practitioner (ARNP) nenbers and a substantial nunber of
CRNAs. Anpbng its many purposes, the FNA represents the |egal,
| egi sl ative, and professional practice interests of the nenbers.

The Fl orida Associ ati on of Nurse Anesthetists

17. Petitioner, Florida Association of Nurse Anesthetists
(FANA), is a non-profit corporation and prof essi onal
organi zati on made up of nore than 1,600 certified registered
nurse anesthetists practicing throughout Florida, many of whom
currently provide anesthesia for surgery perforned in

physi cians' offices. As a part of its m ssion, FANA advocates

12



its nmenbers' interests in legal, |legislative, and professional
practice issues.

Rul e Chal |l enges by FSA and the Hospitals

18. On July 8, 1999, the FSAfiled a Petition for
Adm ni strative Determ nation of Invalidity of Proposed Rule
chal | enging portions of the proposed anendnents to Rul e 64B-
8.9009 as set forth in the Second Notice of Change. The FSA's
Rul e chal | enge was assi gned DOAH Case No. 99-2974RP.

19. Also on July 8, 1999, the Hospitals filed a petition
for Admnistrative Determ nation of the Invalidity of Proposed
Rul es chal | engi ng portions of the proposed anendnents to Rule
64B8-9. 009 as set forth in the Second Notice of Change. The
Hospitals' Rule chall enge was assi gned DOAH Case No. 99-2975RP

20. The Board conducted a third public hearing on the
proposed Rul e anendnents on August 7, 1999.

21. The Board published a Third Notice of Change to the
proposed Rul e anendnents in the August 20, 1999, issue of the
Fl orida Adm nistrative Wekly. None of the changes in the Third
Noti ce of Change related to provisions that were in litigation.

22. On January 12, 2000, the Board, the FSA, and the FSPS
filed a Joint Stipulation on provisions of Rule 64B8-9. 009,
Florida Adm nistrative Code (Joint Stipulation) in DOAH Case
No. 99-2974RP. The Joint Stipulation released fromFSA s Rul e

chal | enge, Case No. 99-2974RP, the mgjority of the proposed
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amendnents to Rule 64B8-9.009 and reserved only the proposed
anendnents to Subsections (1)(e) and (6)(b)1l.a. of Rule 64B8-
9. 009 for chall enge.

23. On January 26, 2000, the Hospitals filed a Notice of
Partial Voluntary Dism ssal in DOAH Case No. 99-2975RP
dism ssing their challenge to all proposed anendnents to Rule
64B8- 9. 009, except wth respect to Subsections (2)(e), (2)(f),
(2)(i), (4)(b)1. and 2. and (6)(b)1.a. and b.

24. In light of the filing of the Joint Stipulation in
DOAH Case No. 99-2974RP, and the filing of the Notice of Parti al
Vol untary Dism ssal in DOAH Case No. 99-2975RP, the proposed
amendnents to Rul e 64B8-9.009 were no | onger subject to
chal l enge, with the exception of the proposed changes to
Subsections (1)(e), (2)(e), (2)(f), (2)(1), (4)(b)1., (4)(b)2.
(6)(b)1l.a. and (6)(b)1.b. Accordingly, on January 28, 2000, the
Board filed the proposed anendnents to Rul e 64B8-9. 009 that were
no | onger subject to challenge with the Departnent of State for
Adoption. The Board subsequently conducted an additional public
meeti ng and published a fourth notice of change relating to the
proposed anendnments to Rule 64B8-9.009 still subject to
chal l enge by the FSA and the Hospitals. These changes i ncl uded
the wi thdrawal of the proposed anendnents to Subsection (4)(b)1.
whi ch woul d have changed "transfer agreenent” to "transfer

protocol." During this public neeting, the Board was inforned
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that those parts of the Rule no | onger being chall enged had been
filed with the Departnent of State.

25. On January 28, 2000, the Board filed all of its
proposed anendnents to Rul e 64B8-0.009, with the exception of
t he anendnents to Subsections (1)(e), (2)(e), (2)(f), (2)(i),
(4)(b)1l. and 2., and (6)(b)1l.a-b, for adoption with the Florida
Secretary of State. The proposed anendnents filed for adoption
on January 28, 2000, becane effective February 17, 2000.

26. The Board voted to nodify sonme of the proposed
amendnents to Rule 64B8-9.009 still subject to challenge at its
public neeting on February 5, 2000.

27. The FSA filed a Notice of Voluntary Dismssal of its
Rul e chall enge in DOAH Case No. 99-2974RP on February 7, 2000.

28. DQAH case No. 99-2974RP was cl osed on February 8,
2000.

29. The Hospitals filed a Notice of Voluntary D sm ssal of
their Rule challenge in DOAH Case No. 99-2975RP on March 9,
2000, and the case was closed on March 10, 2000.

30. The Fourth Notice of Change was published in the

February 18, 2000, issue of the Florida Adm nistrative Wekly

noticing the changes to proposed anmendnents to Rul e 64B8-9. 009
voted on by the Board at its February 5, 2000, neeting.
31. On February 25, 2000, the FACS, G aper, and Smth

filed a Petition for an Adm nistrati ve Determ nati on of the
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Invalidity of a Proposed Rule challenging the Board' s proposed
changes to Subsection (6)(b)1l.a. of Rule 64B8-9.009 as published
in the Fourth Notice of Change. This petition was assigned DOAH
Case No. 00-0951RP

32. On March 8, 2000, the FACS, G aper, and Smth filed an
Amended Petition for an Adm nistrative Determ nation of the
Invalidity of a Proposed Rule in DOAH Case No. 00-0951RP
chal I enging the Board's proposed w thdrawal of the proposed
changes to Subsection (4)(b)1l. of Rule 64B8-9.009 and the
proposed changes to Subsection (6)(b)1l.a. of Rule 64B8-9. 009 as
publ i shed in the Fourth Notice of Change.

33. The Board held a public hearing on April 8, 2000, in
Ol ando, Florida, and received testinony concerning the Fourth
Notice of Change. At the conclusion of the hearing, the Board
voted to adjourn without making any changes in the Fourth Notice
of Change.

34. On April 17, 2000, the FANA filed its petition
chal l enging the Board's Fourth Notice of Change. The FANA's
petition was assi gned DOAH Case No. 00- 1622RP

35. DOAH Case Nos. 00-0951RP and 00- 1622RP were
consolidated by Order of the Adm nistrative Law Judge issued
May 4, 2000.

36. The Fourth Notice of Change states that "[t]he

proposed changes to Subsection (4)(b)1., shall be w thdrawn."
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37. Wth respect to Subsection (6)(b)1.a. of Rule 64B8-
9.009, the Fourth Notice of Change states:

Proposed Subsection (6)(b)1.a. shall be
changed to read, (b) Standards for Level 1|1
Ofice Surgery. In addition to the
standards for Level Il Ofice Surgery, the
surgeon nust conply with the foll ow ng:

1. Training Required.

a. The surgeon nust have staff privil eges
at a licensed hospital to performthe sanme
procedure in that hospital as that being
performed in the office setting or nust be
abl e to docunent satisfactory conpletion of
trai ning such as Board certification or
Board qualification by a Board approved by
the Anerican Board of Medical Specialties or
any ot her board approved by the Board of
Medi ci ne or nust be able to denonstrate to
the accrediting organi zation or to the
Depart ment conparabl e background, training
and experience. |In addition, the surgeon
must have know edge of the principles of
general anesthesia. |If the anesthesia
provider is not an anesthesiol ogist, there
must be a licensed MD., or D. O,
anest hesi ol ogi st, other than the surgeon, to
provi de direct supervision of the

adm ni strati on and mai ntenance of the

anest hesi a.

38. Petitioners have challenged the Fourth Notice of
Change on the follow ng grounds: (1) the requirenment that an
anest hesi ol ogi st be present for all Level 11l surgeries in
physi cians' offices will increase the cost and Iimt surgical
procedures and practice opportunities of Petitioners resulting
in a substantial adverse financial inpact on Petitioners and

patients; (2) the Fourth Notice of Change exceeds the Board of
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Medi ci ne's rul emaki ng authority by attenpting to regul ate nurse
anesthetists; (3) the Fourth Notice of Change conflicts with

exi sting statutes governing the practice of nurse anesthetists;
(4) the rule is arbitrary and capricious and is not supported by
conpetent evidence and is inconsistent wwth the |aw and policies
of the federal governnent and of 49 states; (5) the Fourth

Noti ce of Change is not supported by conpetent substanti al

evi dence and woul d not have any neasurabl e effect on patient
safety; (6) the Rule was inproperly adopted; and (7) that the
Fourth Notice of Change conflicted with the existing requirenent
to provide a choice of anesthesia providers. Each of these
argunents i s addressed bel ow.

Final Oder in DOAH Case No. 00-1058RX

39. The Final Order in DOAH Case No. 00-1058RX invali dated
certain existing Rule requirenments related to transfer
agreenents and hospital staff privileges as a precondition for
certain office surgeries. Specifically, that Final Oder
i nval i dated Subsection (4)(b) of Rule 64B8-9.009, which required
a transfer agreenent for any physician performng Level |
of fice surgery who did not have staff privileges to performthe
same procedure at a licensed hospital.

40. In addition, the Final Oder invalidated Subsection
(6)(b) of Rule 64B8-9.009 which required a physician perform ng

Level 111 office surgery to have hospital staff privileges for
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the procedure perforned in an out-patient setting. As grounds
for invalidating the staff privileges requirenent, the

Adm ni strative Law Judge determ ned that the Board | acked
specific statutory authority to nmandate hospital privileges,

t hereby exceeding its grant of rul enmaking authority. The Final
Order further determ ned that the requirenent for hospital
privileges was arbitrary, deferred credentialing to individual
hospitals, and was not supported by conpetent substanti al
evidence. During the prior hearing, the parties did not present
specific argunent related to, nor did the Final Oder consider
t he proposed changes to the staff privileges requirenent set
forth in the Fourth Notice of Change due to the separate Rul e
chal | enge proceedi ngs.

The Proposed Rul e Regardi ng Conpetency Denonstration

41. Notwi t hstandi ng, Subsection 4 of the Fourth Notice of
Change proposes to change Subsection (6)(b)l.a. of Rule 64B8-
9.009 to include alternatives to hospital staff privileges as a
manner of denonstrating sufficient education, training and
conpetency to performLevel |1l surgery in an office setting.
The proposed change provides that a surgeon who seeks to provide
Level 111 surgery in an office setting can denonstrate training
as follows:

The surgeon nmust have staff privileges at a

Iicensed hospital to performthe sane
procedure in that hospital as that being
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performed in the office setting or nmust be

abl e to docunent satisfactory conpletion of

training such as Board certification or

Board qualification by a Board approved by

the Anerican Board of Medical Specialties or

any ot her Board approved by the Board of

Medi ci ne or nmust be able to denpbnstrate to

the accrediting organi zation or to the

Depart nent conparabl e background, training,

and experience. (enphasis added)
The proposed Rule at issue in this proceeding continues to
provi de for the sane nmechani sm of hospital privileges,
previously invalidated. The provision remains invalid for the
reasons articulated in the previous Final Oder.

42. However, the proposed Rule also provides office
surgeons with two alternative nethods for objectively
denonstrating sufficient training and conpetency through
certification by a recogni zed nedi cal specialty board or through
di rect denmonstration to the Board of Medicine. That provision
of the proposed Rule, provides significant flexibility and
meani ngf ul options to physicians seeking to performoffice
surgery. The Board denonstrated that the options are an
appropriate approach for the Board to utilize in exercising its
del egated regul atory authority and responsibility to adopt
education and training standards for the office setting. The
Petitioners adequately chall enged the provisions and the Board

proved the validity of the proposed alternatives by a

pr eponderance of the evidence.
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| ncreased Costs

43. Petitioners contend that the anesthesiol ogi st
requirenment in the Fourth Notice of Change violates Section
120.52(8)(g), Florida Statutes, by inposing regulatory costs on
the regul at ed person which could be reduced by the adoption of
| ess costly alternatives that substantially acconplish the
statutory objectives. Petitioners offered credible evidence
indicating that the hourly rates charged by anesthesi ol ogi sts
range from50 to 100 percent higher than the hourly rates
charged by CRNAs for simlar procedures.

44. Respondent and Intervenor, FSA, on the other hand,
denonstrated that hourly rates varied frommarket to market
within Florida and in a few cases, rates for anesthesi ol ogists
were approximately the sanme as for CRNAs.

45. The evidence is clear, however, that the charges for
an anest hesi ol ogi st are significantly higher than those for
CRNAs for simlar procedures. Anesthesiologists possess broader
expertise, education, and training. As a result, requiring an
anest hesi ol ogi st for Level 111 office surgeries wll increase
the total cost of a typical in-office plastic or cosnetic
surgery procedure between five and ten percent.

46. Furthernore, the evidence denonstrated that although
sone surgeons periodically use anesthesiologists during Level

1l office surgery for a variety of reasons, including
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availability, conplexity of procedure, current health of patient
and contractual agreenents, nost surgeons utilize CRNAs due to
t he consi derabl e cost savings.

47. Petitioners also clained that the Rule would create a
monopoly in the provision of in-office anesthesia for
anest hesi ol ogi sts and woul d force hundreds of CRNAs out of
of fice practice.

48. The Fourth Notice of Change applies to Level II
surgeries, so it is reasonable to conclude that the need for
CRNAs to participate in the performance of Level |1l surgeries
under the supervision of an anesthesiologist will be obviated.
Their assistance i s unnecessary and cost prohibitive.

49. And al t hough nurse anesthetists would still be
permtted to provide Level Il anesthesia in the office setting
under the supervision of the operating surgeon, the proposed
Rul e i nposes a significant increase in the cost of Level II
surgeries and severely decreases conpetition

Rul emaki ng Aut hority and Conflicting Law

50. Petitioners mstakenly contend that the proposed
anest hesi ol ogi sts requi renent exceeds the scope of the Board of
Medi ci ne's rul emaki ng authority and conflicts with existing | aw
The authority for the Fourth Notice of Change is contained in
part in Section 458.33(1)(v), Florida Statutes, which states in

pertinent part:
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The Board may establish by rul e standards of
practice and standards of care for
particul ar practice settings, including but
not limted to, education and training,

equi pnent and supplies, nedications

i ncl udi ng anesthetics, assistance of and

del egation to other personnel, transfer
agreenents, sterilization, records,
performance of conplex or multiple
procedures, infornmed consent, and policy and
procedure manual in order to establish
grounds for disciplining doctors.

51. Specifically, Petitioners allege that the Fourth
Notice of Change constitutes an inperm ssible attenpt by the
Board of Medicine to regulate nurse anesthetists and conflicts
wi th Chapter 464, Florida Statutes, which permts nurse
anesthetists to practice under the supervision of any physician,
osteopat h, or denti st.

52. The parties have stipulated that Florida-certified
regi stered nurse anesthetists are licensed only by the Florida
Board of Nursing and are subject to discipline only by the
Fl ori da Board of Nursing.

53. In mandating that office surgeons use an
anest hesi ol ogi st during in-office Level Ill surgery, the
proposed Rul e does not directly regulate any nurse or certified
regi stered nurse anesthetist and does not subject the CRNA to

any discipline by the Board of Medicine or by the Board of

Nursing. Thus, the Rule on its face does not conflict with the
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del egated |l egislative authority to the Board of Medicine for
rul emaking in Section 458.331(1)(v).

Federal Law, Scientific Evidence, Arbitrary and Capri ci ous,
Conpet ent Substantial Evi dence

54. Petitioners contend that the Fourth Notice of Change
requi ri ng an anest hesi ol ogi st be present during Level II
surgery is inconsistent wwth the laws and policies of the
federal government and 49 states, contrary to the overwhel m ng
wei ght of scientific evidence, arbitrary and capricious, and not
supported by conpetent substantial evidence.

55. There is no evidence that the Fourth Notice of Change
is inconsistent with the | aws and policies of the federal
governnment. There is no federal law or rule which prohibits any
state fromestablishing its own rules governing the rights of
various practitioners to adm nister or supervise the
adm ni stration of anesthesia in any particular setting. Federal
government regul ations defer to state law on this subject unless
a state establishes a | ower standard of care.

56. Wiile it is insignificant whether any other state
currently requires an anesthesiologist to be present for the
adm ni stration or supervision of general anesthesia in an office
setting, sone states have considered such requirenents,

i ncl udi ng Pennsyl vani a and New Jer sey.
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57. Wth respect to the scientific evidence presented by
the parties, it is clear that there is a | ack of conpetent and
substantial evidence to denonstrate an increased |evel of safety
for general anesthesia patients who undergo surgery under the
care of an anesthesi ol ogi st as opposed to a CRNA

58. CRNAs are advanced regi stered nurse practitioners. 1In
addition to their nursing training, CRNAs nmust have at |east one
year of experience in a critical care setting (such as working
in a hospital intensive care unit) prior to beginning their two-
to-three year master's | evel anesthesia training. Nurse
anesthetists typically are trained side by side with physician
anest hesia residents, use the sane textbooks, and are taught by
the sane instructors.

59. Unlike physician anesthesiol ogi sts who receive a
general nedical-surgical |icense that may not require any |eve
of training or expertise in the adm nistration of anesthesia,
CRNAs nmust pass a national certifying exam nation in anesthesia
as a condition of state licensure. In addition, CRNAs nust
conpl ete 40 hours of continuing anesthesia education every two
years, and nust be recertified every two years to retain their
state license.

60. The evidence suggests that the safety of office
surgery is conparable to that of hospitals and anbul atory

surgery centers. Moreover, under the existing Rule, the office
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surgeon and patient determ ne the nost appropriate anesthesia
provi der and setting based on the individual patient's needs.

61. The direct testinony and scientific evidence indicate
no significant difference in patient outcones based on whet her
anesthesia is adm ni stered by an anest hesi ol ogi st or CRNA
Hence, Florida |aw and the existing standard of care in Florida
permts a surgeon to supervise a CRNA in the office setting.
Nearly forty percent of the 1600 CRNA nenbers of FANA provide
anest hesia in physicians' offices.

62. Furthernore, the evidence indicates that
anest hesi ol ogi st supervision of CRNAs in hospitals is extrenely
i nconsi stent. "Supervision" as defined by various hospitals
requires the anesthesiologists to be within five to thirty
m nutes of the hospital. Anesthesiologists are often absent for
ext ended periods and typically "supervise" several operating
roons sinultaneously. |In fact, Federal Medicare regul ations
permt an anesthesiol ogist to receive paynent for the "nedical
direction" of as many as four CRNAs at the sane tine.

63. Mreover, several smaller and often rural hospitals
and anbul atory surgical centers in Florida do not have
anest hesi ol ogi sts on staff. CRNAs provide the anesthesia
services in those venues.

64. Dr. David Mackey, an anesthesiologist, testified that

he had reviewed infornmation on 28 deaths related to office
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surgery which occurred between 1987 and 1999. Dr. Mackey

concl uded that there have been nine deaths resulting fromoffice
surgery in the past 12 years in which anesthesia was a cause of
death. However, Dr. Mackey was able to confirmthat a CRNA
provi ded the anesthesia in only two of the nine cases.

65. O fice surgeons and rel ated professional societies
agree that an office-based surgeon may safely supervise a CRNA
Currently, there are three national accrediting organi zations
that nmay accredit office surgery facilities: Joint Comm ssion
on Accreditation for Anbul atory Heal thcare Organi zati ons;

Ameri can Association for Accreditation of Anmbul atory Surgery
Facilities; and Accreditation Association for Anbul atory Health
Care. Rule 64B8-9.0091, Florida Adm nistrative Code. None of
t hese accrediting organi zations requires that CRNAs be

supervi sed by an anest hesi ol ogi st.

66. No other state currently requires anesthesiol ogi st
supervision of CRNAs in an office setting. |In fact, Florida's
Joint Commttee of the Boards of Nursing and Medicine identify
specific nedical acts that may be perforned by ARNPs, and the
| evel of physician supervision required for such acts. Section
464.003(a)(c), Florida Statutes. The Joint Committee does not
requi re anest hesi ol ogi st supervision of CRNAs in any setting.

67. The U S. Arned Forces do not require anesthesiol ogi st

supervision of CRNAs in any practice setting. And the Anerican
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Soci ety of Anesthesiol ogists' has published its own "Recomrended
Scope of Practice for Nurse Anesthetists" which provides for
CRNAs to adm ni ster anesthesia under the supervision of the
operati ng surgeon.

St udi es of Anest hesia Qutcones and Medi cal Error

68. Mchael B. Pine, MD., a Board-certified cardi ol ogi st,
former chief of cardiology at C ncinnati Medical school, and a
former professor of nedicine at Harvard Medi cal School and two
ot her nedical schools, testified as an expert in healthcare
qual ity assessnent and inprovenent. Dr. Pine has served as a
heal t hcare quality assessnent and i nprovenent consultant to the
JCAHO, the Health Care Financing Adm nistration (HCFA), the
Aneri can Medi cal Association (AMA), the Anmerican Osteopathic
Associ ation, the Hospital Research and Educational Trust of the
Ameri can Hospital Association, the Anerican Association of O al
and Maxill of acial Surgeons, the American Association of Nurse
Anest hetists, Blue Cross/Blue Shield, and Anthem anong ot hers.
Dr. Pine characterized his career transition fromclinician to
consul tant as noving from"dealing wth diseased individuals to
dealing with di seased organi zations to hel p them assess their
problens in delivering health care and help theminprove and get
better."

69. Dr. Pine assisted in the devel opnment of clinica

indicators for JCAHO including indicators in anesthesia care.
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He has worked with the federal Health Care Financing

Adm ni stration (HCFA) to neasure hospital nortality and adj ust
for patient severity as an indicator of hospital quality. Dr.
Pine's consul ting experience includes eval uati ng outcone data
for individual practitioners, groups of providers, and whol e
syst ens.

70. Dr. Pine testified that the classic study in
anesthesia nortality was a 1950's study by Beecher and Todd of
600, 000 anesthetic adm nistrations which were foll owed by about
8,000 deaths, 325 of which were ultimately determ ned to be
anesthetic related. The study reflects an anesthesia nortality
rate of about 1:2,500. In the Beecher and Todd study, nurse
anesthetists perforned twi ce as nmany cases as anest hesi ol ogi st s,
but the nunber of deaths involving nurse anesthetists was
virtually the sanme as the nunber of deaths involving
anest hesi ol ogi sts. Beecher and Todd initially hypothesized that
the greater nortality rate for anesthesiol ogists could be
expl ai ned by the severity of illness of the patients seen by
anest hesi ol ogi sts rather than nurse anesthetists, but after
correcting for the difference in severity of illness, they
di scovered the nurse anesthetists had actually treated patients
who were slightly nore sick. Beecher and Todd were unable to

expl ai n why physi ci an anest hesi ol ogi sts, who anestheti zed only
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hal f as many patients as nurse anesthetists, were involved in an
equal nunber of deaths.

71. Dr. Pine testified that a | ater study, the Bechtol dt,
measur ed outcones associated with two mllion anesthetics in
North Carolina between 1969 and 1976. The nortality rate was
approximately 1:24,000; a nortality rate ten tines better than
the rate reflected in the Beecher and Todd study 20 years
earlier. The Bechtoldt study conpared the outcones of
anest hesi ol ogi sts worki ng al one, nurse anesthetists working
al one, and CRNAs and anest hesi ol ogi sts wor ki ng together, the
surgeon or dentist adm ni stering anesthesia himherself, and
deaths in which no provider could be identified. Bechtoldt
concl uded t hat:

When we cal cul ated the incidence of
anesthetic rel ated deaths for each group
whi ch adm ni stered the anesthetic, we found
that the incidence anong the three nmgjor
groups - the CRNA, the anesthesiol ogist, and
the conbi nation of both - to be rather
simlar. Al though the CRNA working al one
accounted for about half the anesthesi a-

rel ated deaths, the CRNA working al one al so
accounted for about half the anesthetics
adm ni st er ed.

72. A 1980 study by Forrest of 17 hospitals and about
10, 0000 patents was one of the first studies to nake a forma
adj ustment for the sickness severity of the patients. Using

conservative statistical nethods, Forrest concluded that "there

were no significant differences in outconmes" between the
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hospital s that predom nately used anesthesi ol ogi sts and the
hospital s that predom nately used nurse anestheti sts.

73. Anesthesia safety continued to inprove as indicated by
a British study in the early 1980's, that used a procedure
simlar to that used by Beecher and Todd in the 1950's. The
British study | ooked at 485,000 surgeries in which anesthesia
was provided. There were 4000 deaths, only 3 of which were
determ ned to be anesthetic related, reflecting an anesthesi a
nortality rate of 1:185, 000.

74. The Institute of Medicine report entitled "To Err is
Human, " published in 1999, reflects an even better anesthesia
nortality rate of 1:200,000 to 1:300,000 cases. The Institute
of Medicine report states:

The gains in anesthesia are very inpressive
and were acconplished through a variety of
mechani sns i ncl udi ng i nproved nonitoring
techni ques, the devel opnent and w despread
adoption of practice guidelines and ot her
system c approaches to inproving

errors . . . . the success of anesthesia,
was acconplished through a conbination of

t echnol ogi cal changes, new nonitoring

equi pnent, standardization of existing

equi pnent, information-based strategies

i ncl udi ng the devel opnent and adoption of
gui del i nes and standards, application of
human factors to i nprove perfornmance such as
the use of sinmulators for training,
formation of the Anesthesia Patient Safety
Foundation to bring together stakehol ders
formdifferent disciplines, physicians,
nurses, manufacturers, to create a focus for
action and having a | eader who woul d serve
as a chanpion for the cause.
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75. Dr. Pine also addressed the recent study regarding
anest hesia by Sil ber published in June 2000. This study
exam ned 7,665 deaths follow ng 217,000 hospital procedures for
whi ch nmedical bills were submtted to HCFA for Medicare
rei nbursenent. The study attenpted to characterize the type of
anest hesi a provi der based on whet her an anest hesi ol ogi st
submtted a bill for providing anesthesia or supervising the
anest hesia. The study assunmed that a CRNA adm ni stered the
anesthesia if either the CRNA billed for it, or if no bill was
| ocated. Moreover, instead of review ng deaths that occurred
within 48 hours after the surgery, the study counted all deaths
whi ch occurred within 30 days follow ng surgery, and ignored any
non- anesthesia related conplications and deaths which were
included in the 7,665 death toll. Conversely, the 7,665 deaths
in 217,000 procedures produce a nortality rate of 1:28, nearly
100 times greater than the nortality rate in the 1950 Beecher
and Todd study, and nearly 10,000 tinmes what the 1999 Institute
of Medicine study reflected as the anesthetic nortality rate.
The greatly inflated and inconsistent death rate is highly
guestionable and provides little scientific support for the
Board's proposed rule.

76. Wth respect to Petitioners' argunent relating to

arbitrary and capricious nmandate, the proposed Rul e woul d not
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permt office-based surgeons to provide a choice of anesthesia
provider for Level Ill office surgeries, since only one

anest hesia provider is necessary or justified for Level I

of fice surgery, and the proposed rul e mandates the participation
of an anesthesiologist. It is unreasonable and not economcally
feasible for the surgeon or the patient to pay for an
anest hesi ol ogi st and a CRNA for the sane procedure.

77. Based on the current Rule's "choice of anesthesia
provider" requirenment in subsection (2)(b) of the existing Rule,
t he proposed anest hesiol ogi st mandate for Level |1l surgery is
i nconsi stent, confusing and illogical to the reasonabl e person.

CONCLUSI ONS OF LAW

Jurisdiction

78. The Division of Adm nistrative Hearings has
jurisdiction over this proceeding. Section 120.56, Florida
Statutes. Each of the rule challenges in this consoli dated
proceedi ng was properly filed, having conplied with the
requi renents of Section 120.56, Florida Statutes.

St andi ng

79. Pursuant to Section 120.56(1)(a), Florida Statutes,
"any person substantially affected by a rule or a proposed rul e
may seek an adm nistrative determ nation of the invalidity of
the rule on the ground that the rule is an invalid exercise of

del egated | egislative authority.” In order to neet the
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substantially affected test, the Petitioner nust establish that,
as a consequence of the proposed rule, it will suffer injury in
fact and that the injury is within the zone of interested to be

regul ated or protected. Lanque v. Florida Departnent of Law

Enf orcenent, 751 So. 2d 94 (Fla. 1st DCA 1999). Petitioners

Smth and G aper have standing to chall enge the proposed rule.
80. In addition, the Florida Association of Nurse

Anest hetists (FANA) and the Florida Nurses Association (FNA)

have standing to challenge the proposed rule. Should the Fourth

Noti ce of Change becone |aw, a significant nunber of CRNAs who

are nmenbers of FANA and FNA wil|l be displaced fromtheir

busi nesses and fromtheir jobs, creating a potential injury

sufficient to neet the highest possible requirenent of potential

injury set forth in State Board of Optonetry v. Florida Society

of Opht hal nol ogy, 538 So. 2d 878 (Fla. 1st DCA 1989).

81. Moreover, should the proposed anendnents becone | aw,
Petitioners will be substantially affected due to the supply of
anest hesi ol ogi sts avail able for office surgeries, the added cost
of such services, the disruption to their practices, and the
restriction of their ability to make the best patient care
choi ces for each individual patient. Simlarly, the Intervenors
Florida Society of Plastic Surgeons, Florida Society of
Der mat ol ogy, and Fl orida Chapter, Anmerican Col |l ege of Surgeons,

each have standing on behalf of their nenbers. Finally, each of
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the association parties neets the criteria for association

standing as set forth in Florida Hone Buil ders Association v.

Departnent of Labor and Enpl oynent Security, 412 So. 2d 351

(Fla. 1982), as each has shown that (1) a substantial nunber of
its menbers are affected; (2) that the subject matter is within
the association's general scope of interest and activity; and
(3) that the relief sought is appropriate for the association to
recei ve on behalf of its nenbers.

82. Respondent, the Florida Society of Anesthesiologists
states simlarly denonstrated that it is substantially affected
by the proposed rule.

83. In addition, the Florida Hospital Association, Inc.,
and the Association of Community Hospitals and Health Systens of
Florida, Inc., have standing to participate in this proceeding.

Burden of Proof

84. The parties have stipulated that the rule revision
included in the Fourth Notice of Change are proposed rules. As
a result, "the burden of persuasion is on the agency to
establish the validity of the proposed rule once it has been

properly challenged.” St. Johns River Water Managenent Dist. V.

Consol i dat ed- Tonoka Land Co., 717 So. 2d 72 (Fla. 1st DCA 1998).

Hence, the Petitioners have the burden of establishing a factual
basis for the objections to the rule and the Board has the

burden of denonstrating by a preponderance of the evidence that
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the proposed rule is a valid exercise of delegated |egislative
authority.

Standard for Determining the Invalidity of a Rule

85. Arule is an invalid exercise of delegated |egislative
authority if:
(a) The agency has materially failed to
foll ow the applicable rul emaki ng procedures
or requirenents set forth in Chapter 120;
(b) The agency has exceeded its grant of
rul emeki ng authority, citation to which is
required by Section 120.54(3)(a)1;
(c) The rule enlarges, nodifies, or
contravenes the specific provisions of |aw
i npl enented, citation to which is required
by Section 120.54(3)(a)1l.;
(d) The rule is vague, fails to establish
adequat e standards for agency deci sions, or
vests unbridled discretion in the agency;
(e) The rule is arbitrary or capricious;

(f) The rule is not supported by conpetent
substanti al evi dence; or

(g) The rule inposes regulatory costs on
the regul ated person, county, or city which
coul d be reduced by the adoption of |ess
costly alternatives that substantially
acconplish the statutory objectives.
Section 120.52(8), Florida Statutes.
86. Wile Section 458.331(1)(v), Florida Statutes, does
not authorize the Board of Medicine to regulate or restrict the

practice of nursing, the proposed rule does not regul ate CRNAs,

Item 4 of the Fourth Notice of Change, as it relates to the
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mandat ory presence of an anest hesi ol ogi st, and does not
contravene Subsection (c) of Section 120.52(8), Florida
St at ut es.

The Proposed Rule is Arbitrary and Capri ci ous

87. In order to avoid a finding of invalidity, a rule may
not be arbitrary or capricious. Section 120.52(8)(e), Florida

Statutes; Gove Isle, Ltd. v. State Departnent of Environnental

Regul ation, 454 So. 2d 571 (Fla. 1st DCA 1984); GCeneral

Tel ephone Co. of Florida v. Florida Public Service Conm ssion,

446 So. 2d 1063 (Fla. 1st DCA 1984).
88. Arule is considered arbitrary when it is "not

supported by facts or logic . . . ." Agrico Chem Co. v.

Departnent of Environnental Protection, 365 So. 2d 759, 763

(Fla. 1st DCA 1978). A rule is capricious where it is
irrational and adopted wi thout thought or reason. See id. |If
an agency's decision is justifiable under any analysis that a
reasonabl e person would use to reach a decision of simlar

i nportance, the agency's decision is neither arbitrary or

capricious. See Dravo Basic Materials Co. v. Departnent of

Transp., 602 So. 2d 632, 634n.3 (Fla. 2d DCA 1992).

89. A proposed rule anendnent that clearly contradicts a
section of the existing rule is inherently illogical.

90. In the case at bar, Subsection (2)(b) of the existing

Rul e clearly provides that "a choi ce of anesthesia provider
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exists, i.e., anesthesiologist, another appropriately trained
physician as provided in this rule, a certified registered nurse
anest hetist, or physician assistant qualified as set forth in
Rul e 64B8-30.012(2)(b)6." However, because two anesthesia

provi ders are unnecessary to performa single office procedure,
it 1s not reasonable to expect that both an anesthesi ol ogi st and
a CRNA will be enployed for the sane procedure.

91. Therefore, the econom c burden placed upon the
physi ci an and/or the patient of having two anesthesia providers
i s unreasonabl e and violative of Section 455.517, Florida
Statutes. The relationship between Subsection (2)(b) and the
proposed regul ati on mandati ng the presence of an
anest hesi ol ogi st during Level |1l surgeries also creates an
i nternal inconsistency violative of 120.52(8)(e).

92. Moreover, it is inconceivable that the infornmed
consent section of the rule with which the newy proposed rule
provision conflicts is not representative of the intent of the
Board of Medicine because the inforned consent provision was
filed for final adoption only eight days before the proposed
rul e provision mandating the participation of an
anest hesi ol ogi st at Level |1l was adopted by the Board.

93. Wile the Respondents suggested during the hearing
t hat an anesthesiol ogist mght be willing to | ower his charges

for anesthesia services if a physician wuld give the
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anest hesi ol ogi st the exclusive contract to provi de anesthesia
services in the office (like the exclusive contracts often given
to hospitals), a surgeon may reasonably conclude that he is
prohibited fromentering into such an agreenent by the inforned
consent requirenent.

The Proposed Rule is Not Supported by Conpetent
Subst anti al Evi dence

94. Conpetent substantial evidence has been described as
such evidence as a reasonabl e person woul d accept as adequate to

support a conclusion. Agrico Chem Co., 365 So. 2d at 763; see

also De G oot v. Sheffield, 95 So. 2d 912, 915 (Fl a.

1957) (defining "conpetent substantial evidence" as "such
evidence as will establish a substantial basis of fact from

whi ch the fact at issue can be reasonably inferred" and "such
rel evant evidence as a reasonable m nd would accept to support a
conclusion.").

95. Docunentation considered by the Board in adopting the
Fourth Notice of Change and transcripts of nunerous days of
heari ngs and neeting conducted by the Board over a 22-nonth
period was admtted into evidence. Based on the full record,
there was insufficient scientific nmedical evidence to support
t he anest hesi ol ogi st mandate for Level |1l surgery.

96. The proposed regul ati on mandating the presence of an

anest hesi ol ogi st during Level 11l surgeries "is not supported by
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conpetent substantial evidence." Section 120.52(8)(f), Florida
Statutes. Wiile there can be no doubt as to the value of the
nmedi cal school education which anesthesi ol ogi sts possess and
CRNAs | ack, the evidence sinply does not provide justification
for the elimnation of CRNAs fromthe Level Ill office surgery
mar ket pl ace. Adverse incidents and deaths, albeit rarely, have
occurred during Level 111 office surgeries while an individual
CRNA and an anest hesi ol ogi st were providing the anesthesi a.
However, there is no evidence suggesting that they occur with
nmore frequency under a CRNA's direction. In summary, there is
no reliable data denonstrating that Level 111 office surgery is
safer with an anesthesiologist than with a CRNA

Rul emaki ng Procedures and Requi renents of Chapter 120

97. Petitioners and their Intervenors allege that the
Fourth Notice of Change is an "invalid exercise of del egated
| egi slative authority" because the Board failed to follow the
appl i cabl e rul emaki ng procedures or requirenents of Chapter 120,
Florida Statutes. Specifically, Petitioners contend that the
Board inproperly withdrew t he anendnents to Rul e 64B8-9. 009 and
proceeded with adoption of the remaining portions of the rule
with the Departnent of State on January 28, 2000. Petitioners
contend that rul emaki ng should have been re-initiated.

98. Section 120.52(8)(a), Florida Statutes, provides that

aruleis invalid if the agency has materially failed to foll ow

40



t he rul emaki ng procedures of Chapter 120. Applying the standard
t hat cl ear and unanbi guous | anguage nust be given its plain,
ordinary meaning, "materially" means: "with regard to matter
and not to form to a significant extent or degree." Wbster's

Third New International Dictionary (1968). The purpose of the

steps in the rul emaki ng process is to ensure that interested
persons are aware of the intentions of rul emaki ng agency, and
are given an opportunity to provide substantive input regarding
the proposed regulation. Petitioners and their Intervenors have
not denonstrated that they were unaware of any portion of the
rul emaki ng process for the instant rule and, indeed,
participated in both public and private neetings regarding the
rule. The only alleged "failure" by the Board was action taken
consistent wwth the policy of the agency charged with the
responsibility to determne if rul emaki ng procedures have been
f ol | owed.

99. Section 120.54(3)(e)3., Florida Statutes, states: "At
the tine a rule is filed, the agency shall certify that the tine
limtations prescribed by this paragraph have been conplied
with, that all statutory requirenents have been net, and that
there is no admnistrative determ nation pending on the rule.”
Section 120.54(3)(e)4., Florida Statutes, further requires the

Department of State to reject any rule "upon which an
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adm nistrative determnation is pending." Section
120.54(3)(e)4., Florida Statutes (1999).

100. The evidence denonstrated that the anmendnents to Rule
64B8.9.009 filed for adoption with the Departnent of State on
January 28, 2000, were no |onger subject to challenge by the FSA
and the Hospitals due to the Joint Stipulation and the Notice of
Parial Voluntary Dism ssal. The anmendnents to Rule 64B8-9. 009
were filed for adoption after consultation with the BAC and JAPC
and pursuant to the BAC s policy that unchal |l enged portions of
the proposed rule. Thus, the Board foll owed applicable
rul emaki ng procedures and requirenents of Chapter 120 in
adopting anendnents to Rule 64B8-9. 009 that becane effective
February 17, 2000, and in proposing the Fourth Notice of Change.

The Proposed Level |11 Anesthesia Rule is Invalid Because
It Unreasonably Restricts Conpetition

101. In Section 455.517, Florida Statutes, the Florida
Legi sl ature has expressed its intent that unreasonable
restrictions should not be placed on regul ated professions by
either the Departnent of Health or its regul ating boards,
specifically providing:

(4)(a) Neither the departnent nor any board
t hereof may create unreasonably restrictive
and extraordi nary standards that deter
qual i fied persons fromentering the various
prof essions. Neither the departnment nor any

board may take any action that tends to
create or maintain an econom ¢ condition
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t hat unreasonably restricts conpetition
except as specifically provided by |aw.

(b) Neither the departnment nor any
board may create a regulation that has an
unr easonabl e effect on job creation or job
retention in the state or that places
unreasonabl e restrictions on the ability of
i ndi viduals who seek to practice or who are
practicing a profession or occupation to
find enpl oynent.

102. Wiile it is apparent that the proposed rule with
regard to the mandatory presence of an anesthesi ol ogi st during
Level 111 office surgeries "restricts conpetition" and places a
restriction "on the ability of individuals (i.e., CRNAs) who
seek to practice or who are practicing a profession or

occupation to find enploynent,"” the issue is whether the Board
acted unreasonably. Based on the |ack of credible scientific
evi dence supporting the Board's concl usion regardi ng patient
safety and its subsequent rule pronulgation, the restrictions
are unreasonabl e and viol ate Section 455.517, Florida Statutes.
CONCLUSI ON

Based on the foregoing Findings of Fact and Concl usi ons of
Law, it is

ORDERED

1. The portion of the first sentence relating to hospital
privileges is invalid.

2. The Board proved by a preponderance of the evidence

that the remaining portion of the first sentence of proposed
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Rul e 64B8-9.009(6)(b)l.a. is a valid exercise of del egated
| egislative authority pursuant to Section 120.56 and is
therefore determned to be valid.

3. The second sentence of proposed Rul e 64B8-
9.009(6)(b)1l.a. is valid.

4. The third sentence is invalid.

5. The valid portions of the Rule are as foll ows:

1. Training required.

a. The surgeon nust be able to docunent satisfactory
conpl etion of training such as Board certification or Board
qualification by a Board approved by the American Board of
Medi cal Specialties or any other board approved by the Board of
Medi cine or nust be able to denonstrate to the accrediting
organi zation or to the Departnent conparabl e background training
and experience. In addition, the surgeon nust have know edge of
the principles of general anesthesia.

DONE AND ORDERED this 16th day of Novenber, 2000, in

Tal | ahassee, Leon County, Florida.

WLLIAM R PFEI FFER

Adm ni strative Law Judge

Di vision of Adm nistrative Hearings
The DeSot o Buil di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675 SUNCOM 278- 9675
Fax Filing (850) 921-6847

www. doah. state. fl. us
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Filed with the Cerk of the
Di vision of Adm nistrative Hearings
this 16th day of Novenber, 2000.

COPI ES FURNI SHED

Alfred W dark, Esquire

117 South Gadsden Street, Suite 201
Post O fice Box 623

Tal | ahassee, Florida 32301-0623

Beverly L. Graper, Esquire
832 North West 57th Street
Gai nesville, Florida 32605

Ann Cocheu, Esquire

Ofice of the Attorney General,
Department of Legal Affairs

The Capitol, Plaza Level 01

Tal | ahassee, Florida 32399-1050

Jeronme W Hoffman, Esquire
Karen D. \Wal ker, Esquire
Hol | and & Kni ght, LLP

Post O fice Box 810

Tal | ahassee, Florida 32302

M Cat heri ne Lannon, Esquire
Ofice of the Attorney General,
Department of Legal Affairs

The Capitol, Plaza Level 01

Tal | ahassee, Florida 32399-1050

James W Linn, Esquire
Deborah D. Holton, Esquire
Davi d Ranba, Esquire

Lew s, Longman & Wl ker, P. A
125 Sout h Gadsden Street
Suite 300

Tal | ahassee, Florida 32301
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WIlliam W Large, Ceneral Counsel
Departnent of Health

4052 Bal d Cypress \Way

Bin A02

Tal | ahassee, Florida 32399-1701

Chri stopher L. Nul and, Esquire
Law O fices of Christopher L. Nul and
1000 Riverside Avenue, Suite 200
Jacksonville, Florida 32204

Theodore M Henderson, Agency Cerk
Departnent of Health

4052 Bal d Cypress \Way

Bin A02

Tal | ahassee, Florida 32399-1701

Tanya W lianms, Executive Director
Board of Medi ci ne

Departnent of Health

4052 Bal d Cypress \Way

Bin A02

Tal | ahassee, Florida 32399-1701

J. Stephen Menton, Esquire

Rut | edge, Ecenia, Purnell & Hoffman, P.A
Post O fice Box 551

Tal | ahassee, Florida 32302-0551

Cynthia A. Mkos, Esquire
205 North Parsons Avenue, Suite A
Brandon, Florida 33510-4515

Carroll Wbb, Executive Director

Joint Admi nistrative Procedures Conmttee
The Hol | and Bui | di ng, Room 120

Tal | ahassee, Florida 32399-1300

Li z d oud, Chief

Bureau of Adm ni strative Code,
Department of State

The Elliott Building, Room 201

Tal | ahassee, Florida 32399-0250

46



NOTI CE OF RIGHT TO JUDI Cl AL REVI EW

A party who is adversely affected by this Final Oder is
entitled to judicial review pursuant to Section 120.68, Florida
Statutes. Review proceedi ngs are governed by the Florida Rul es
of Appell ate Procedure. Such proceedi ngs are comrenced by
filing one copy of a notice of appeal wth the Cerk of the

Di vision of Adm nistrative Hearings and a second copy,
acconpanied by filing fees prescribed by law, with the D strict
Court of Appeal, First District, or with the District Court of
Appeal in the Appellate District where the party resides. The
noti ce of appeal nust be filed within 30 days of rendition of
the order to be reviewed.
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