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STATEMENT OF THE | SSUE

The issue is whether Florida Adm nistrative Code Rul es 64B-
9.0092(2) (f), 64B8-9.0092(4)(a), and 64B8-9.0092(4)(c)
constitute invalid exercises of delegated |egislative authority
as defined by Section 120.52(8), Florida Statutes (2004).

PRELI M NARY STATEMENT

On July 12, 2004, Petitioner Florida Acadeny of Cosnetic
Surgery (FLACS) filed an application for approval as an offi ce
surgery accrediting organi zati on pursuant to Section 458. 309,
Florida Statutes (2004) and Florida Adm nistrative Code Rule
64B8- 9. 0092. On August 20, 2004, Respondent Departnent of
Health (DOH), Board of Medicine (Board), issued a Notice of
Intent to Deny the application.

On or about Septenber 2, 2004, FLACS filed a Petition for
Formal Adm nistrative Proceedi ngs pursuant to Sections 120.569
and 120.57(1), Florida Statutes (2004). On Septenber 17, 2004,
the Board referred the petition to the Division of
Adm ni strative Hearings (DOAH). DOAH assigned the case DOAH
Case No. 04-3249.

On Septenber 28, 2004, the undersigned issued a Notice of
Hearing, scheduling DOAH Case No. 04-3249 for hearing on
Decenber 13, 2004. Pursuant to the Board's unopposed Mti on for
Conti nuance dated Decenber 1, 2004, the undersigned reschedul ed

DOAH Case No. 04-3249 for hearing on February 23 and 24, 2005.



On February 4, 2005, FLACS filed a Petition for an
Adm nistrative Determ nation of the Invalidity of Florida
Adm ni strative Code Rule 64B8-9.0092. DOAH assigned the rule
chal | enge DOAH Case No. 05- 0402RX

On February 4, 2005, FLACS filed an unopposed Mdtion to
Consol i date DOAH Case Nos. 04-3240 and 05- 0402RX. An Order of
Consol i dati on dated February 15, 2005, granted the notion

On February 14, 2005, the Board filed an unopposed
Motion for Continuance. An Oder Granting Continuance and
Re-schedul i ng Hearing was entered on February 17, 2005,
rescheduling the hearing for April 25 and 26, 2005.

By letter dated April 18, 2005, the parties advised the
undersi gned that they required only one day for hearing and
requested that the hearing conmence on April 26, 2005. The
undersigned granted the parties' request via tel ephonic
conmuni cati on

During the hearing, the parties offered one joint exhibit,
whi ch was accepted as evidence. FLACS presented the testinony
of two witnesses and offered four exhibits that were accepted as
evi dence. The Board presented the testinony of two w tnesses
and offered five exhibits that were accepted as evidence. At
the conclusion of the hearing, the parties agreed to file |ate-
filed depositions and exhibits in |ieu of testinony during the

heari ng.



During the final hearing, the parties also agreed to file
separate proposed orders for DOAH Case Nos. 04-3249 and 05-
0404RX. Accordingly, the cases are hereby deconsolidated.?

On May 13, 2005, the court reporter filed the Transcript of
t he proceedi ngs.

On May 17, 2005, the Board filed the deposition of
Charles E. G apper, MD., D.D.S.

On May 19, 2005, the undersigned issued an Order Granting
Agreed Motion for Extension of Tine to file proposed orders.

On May 27, 2005, FLACS filed the deposition of R G egory
Smith, MD

The Board filed the deposition of Jerry A Cohen, MD. and
Rina A Palladino on May 31, 2005, and June 1, 2005,
respectively.

On June 13, 2005, the Board filed an unopposed Mdtion for
Extension of Tine to file proposed O ders.

FLACS filed its Proposed Final Oder on June 21, 2005. The
Board filed its Proposed Final Order on June 22, 2005.

Al'l citations hereinafter shall refer to Florida Statutes
(2004) unl ess otherw se indicated.

FI NDI NGS OF FACT

1. In Florida, physicians who performcertain surgical
procedures in their offices are required to register the office

with DOH  Additionally, DOH nust inspect such offices unless a



nationally recogni zed accrediting agency or an accrediting

or gani zati on approved by the Board inspects and accredits the
offices every three years. See § 458.309(3), Fla. Stat. and
Fla. Adm n. Code R 64B8-0.0091.

2. Florida Adm nistrative Code Rul e 64B8-9.0092, entitled
"Approval of Physician Ofice Accrediting O ganizations,"
establ i shes requirenents that FLACS nust neet in order to
achi eve the Board' s approval to operate as an accrediting
organi zation. FLACS is the only organi zation that the Board has
ever approved as an accrediting organization.

3. FLACS is a not-for-profit corporation, organized for
the followi ng purposes: (a) to pronote office safety through
its accreditation activities; (b) to pronote cosnetic surgery;
and (c) to provide continuing education courses related to
office surgery. FLACS was fornmed in 1999 and, since that tine,
has participated actively in office surgery issues considered by
t he Board.

4. FLACS began operating as an approved office surgery
accrediting organi zation early in 2001. In January 2003 FLACS
filed a conplete renewal application, seeking the Board's
approval to continue operating as an office surgery accrediting
organi zation. The Board denied the application and, after a
formal adm nistrative hearing, entered a Final O der denying

FLACS s application. See Florida Acadeny of Cosnetic Surgery,




Inc. v. Board of Medicine, Case No. DCH 04-0661- FOF- MQA ( Fi nal

Order, June 18, 2004) (adopting Recommended Order in DQAH Case
No. 03-3349, April 15, 2004.)

5. FLACS filed a new application for approval as an office
surgery accrediting organi zation on July 12, 2004. The Board
never advi sed FLACS whether its application was conplete or
inconplete. There is evidence that a nmenber of the Board's
staff, Melinda Gey, reviewed the application, finding it
i nconplete in many respects.

6. On August 5, 2004, Ms. Gey prepared a spreadsheet
entitled "Board of Medicine Staff |ssues Regardi ng FLACS
Application.” The spreadsheet conpared the application with the
requi rements of the applicable provisions of the Florida
Admi ni strative Code, including Florida Adm nistrative Code Rul e
64B8- 9. 0092.

7. Larry MPherson, the Board's Executive Director, was
aware that Ms. Gey was review ng FLACS s application. She did
not tell M. MPherson that the application was inconplete.
| nstead, she infornmed the Board' s | egal counsel that FLACS had
filed the application. Subsequently, Ms. Grey placed the
application on the Board' s next schedul ed neeting agenda.

8. On August 7, 2004, the Board voted to deny the new
application. On August 23, 2004, the Board entered an Notice of

Intent to Deny FLACS s new application on the follow ng grounds:



1. Wen participating in accrediting
activities in the past, the applicant
vi ol ated Section 458.331(1)(nn), Florida
Statutes, by failing to conply with rul es of
the Board in the foll ow ng manner:

a. The applicant failed to provide
copies of accreditation reports and
corrective action plans to the Board office
within 30 days of conpletion of accrediting
activities in violation of Rule 64B8-
9.0092(4)(e), Florida Adm nistrative Code.

b. The applicant failed to i nmediately
report to the Departnent conditions in
physi cians' offices that posed a potenti al
i medi ate threat to patients in violation of
Rul e 64B8-9.0092(4)(f), Florida
Adm ni strative Code.

c. Wen inspecting and accrediting
facilities the applicant ignored its witten
accreditation standards and failed to
provide the Board office with accreditation
standards under which it was actually
operating. Such facts reveal that the
applicant operated in violation of Rule
64B8- 9. 0092(4)(g), Florida Adm nistrative
Code.

d. Wien inspecting the facilities, the
applicant operated with inadequate or
applied inconsistently its quality assurance
programin violation of Rul e 64B8-
9.0092(4)(a), Florida Adm nistrative Code.

2. The applicant failed to provide
evi dence of an adequate quality assurance
program as required by Rul e 64B8-
9.0092(4)(a), Florida Adm nistrative Code.

3. The applicant failed to provide
evi dence of an adequat e ongoi ng anest hesi a
rel ated accreditation and quality assurance
processes as required by Rule 64B8-
9.0092(4)(c), Florida Adm nistrative Code.

4. The applicant failed to submt
copies of all incident reports filed with
the state that originated at FLACS
accredited facilities as required by Rule
64B8- 9. 0092(4) (f), Florida Adm nistrative
Code.



Rul e 64B8-9.0092(2)(f)--1ncident Reports

9. Florida Adm nistrative Code Rule 64B8-9.0092(2)(f)
requi res an application for approval as an office surgery
accreditation organization to include copies of all incident
reports filed with the state. The incident reports are defined
by Section 458.351(4), Florida Statutes, which reads as foll ows:

(4) For purposes of notification to
t he departnent pursuant to this section, the
term "adverse incident" means an event over
whi ch the physician or |icensee could
exercise control and which is associated in
whol e or in part with a nedical
intervention, rather than the condition for
whi ch such intervention occurred, and which
results in the follow ng patient injuries:

(a) The death of a patient.

(b) Brain or spinal danmage to a
patient.

(c) The performance of a surgica
procedure on the wong patient.

(d)y 1. The performance of a wong-
site surgical procedure;

2. The performance of a wong surgical
procedure; or

3. The surgical repair of damage to a
patient resulting froma planned surgica
procedure where the damage is not a
recogni zed specific risk as disclosed to the
patient and docunented through the inforned-
consent process if it results in: death;
brain or spinal damage; permnent
di sfigurement not to include the incision
scar; fracture or dislocation of bones or
joints; a limtation of neurol ogical,
physi cal or sensory function; or any
condition that required transfer of the
patient.

(e) A procedure to renove unpl anned
foreign objects remaining froma surgica
procedure.



(f) Any condition that required
transfer of a patient to a hospital |icensed
under Chapter 395, Florida Statutes, from
any facility or any office maintained by a
physi cian for the practice of nedicine which
is not |icensed under Chapter 395, Florida
St at ut es.

10. The incident reports are further defined by Florida
Adm ni strative Code Rule 64B8-9.001(1)(a), which states as
follows in relevant part:

: an event over which the physician or
ot her |icensee could exercise control and
which is associated in whole or in part with
a nedical intervention, rather than the
condition for which such intervention
occurred, and which results in the follow ng
patient injuries:

1. The death of a patient.

2. Brain or spinal damage to a
patient.

3. The performance of a surgica
procedure on the wong patient.

4. The performance of a wong-site
surgi cal procedure, the performance of a
wrong surgical procedure; or the surgical
repair of damage to a patient resulting from
a planned surgical procedure where the
damage is not a recogni zed specific risk as
di scl osed to the patient and docunented
t hrough the inforned-consent process and if
one of the listed procedures in the
paragraph results in: death; brain or
spi nal danmage; permanent disfigurenment not
to include the incision scar; fracture or
di sl ocation of bones or joints; alimtation
of neurol ogical, physical or sensory
function; or any condition that required
transfer of the patient.

5. A procedure to renove unpl anned
foreign objects remaining froma surgica

procedur e.
6. Any condition that required
transfer of a patient to a hospital |icensed



under Chapter 395, Florida Statutes, from
any facility or any office maintained by a
physician for the practice of nedicine which
is not |licensed under Chapter 395, Florida
St at ut es.

11. FLACS understood that the "incident reports”
referenced in Florida Adm nistrative Code Rule 64B8-9.0092(2)(f)
are the sane as the "reports on adverse incident" defined by
Section 458.351, Florida Statutes. FLACS s application
specifically references adverse incident reports as defined by
Section 458.351, Florida Statutes. FLACS filed two such adverse
incident reports with its new application.

12. FLACS has several nethods to use in collecting
i ncident reports. First, FLACS requires its accredited
physi cians and office surgery facilities to attest and
acknow edge that they are required to provide FLACS with any and
all adverse incident reports related to or follow ng surgery in
the accredited offices. Second, FLACS requires the staff of
accredited offices to perform self-evaluation surveys after the
first and second year of accreditation, said surveys to include
such incident reports. Third, FLACS watches for information
about adverse incidents as reported by news nedia or conplaints
fromthe public.

13. Most inportant, FLACS can nmake quarterly public record

searches even though the state system of record keeping for

adverse incident reports is not conputerized. There is no

10



per suasi ve evi dence that FLACS ever nade an oral or witten
public records request for copies of incident reports related to
its accredited practices.

14. There is no statutory or rule requirenent for
physicians to file copies of incident reports with their
accrediting organi zation. However, at |least two of the
nationally recogni zed accrediting agencies, Joint Comm ssion on
Accreditation of Healthcare O gani zations (JACHO and Anerican
Associ ation for Accreditation of Anbulatory Surgical Facilities
(AAAASF), have provisions in their accreditati on manual s rel ated
to adverse incidents.

15. JACHO s "Accreditation Manual for Ofice-Based Surgery
Practices,"” Second Edition (2005), defines a "sentinel event" as
fol |l ows:

A sentinel event is an unexpected occurrence
i nvol ving death or serious physical or
psychol ogi cal injury, or the risk thereof.
Serious injury specifically includes | oss of
l[imb or function. The phrase "or risk

t hereof " includes any process variation for
whi ch a recurrence would carry a significant
chance of a serious adverse outcone.

Such events are called "sentinel" because
they signal the need for inmmediate

i nvestigation and response.

The ternms "sentinel event" and "nmnedi cal
error” are not synonynous; not all sentine

events occur because of an error, and not
all errors result in sentinel events.

11



16. JACHO requires each accredited practice to define
"sentinel event" for its own purposes in establishing nechanisns
to identify, report, and manage these events. JACHO encour ages,
but does not require, its clients to report "sentinel events"” to
the accrediting agency wthin 45 days of the event or of
becom ng aware of the event. The report should include a root
cause analysis and an action plan. |f JACHO becones aware of an
unreported "sentinel event,” JACHO wi |l advise the accredited
practice to prepare and submt the report within a certain tine
frame. |If the accredited practice fails to file an appropriate
report within that time frame, JACHOw || not revoke
accreditation, but will place the accredited practice on an
"Accreditation Watch" |ist.

17. AAAASF s "Standards and Checklist for Accreditaion of
Ambul atory Surgery Facilities" contains forns for accredited
surgery facilities to use in reporting "unanticipated sequel a."
The fornms refer one to AAAASF s "Qual ity Assurance and Peer
Revi ew Manual " for questions relative to their conpletion. The
record indicates that "unantici pated sequel a" are the equival ent
of adverse incident reports, including but not limted to,
events that result in unplanned hospital adm ssions.

18. In Florida, physicians are required to file adverse
incident reports with DOH s Consuner Services Unit (CSU), which

is part of DOH s Medical Quality Assurance Program On at |east

12



a quarterly basis, the Board's staff requests CSU to provide it
wi th copies of adverse incident reports filed during a certain
time frame.

19. The staff of the CSU has access to nedical consultants
who review the incident reports to determ ne whet her there m ght
have been a violation of law or a violation of a standard of
care. |If so, the matter is referred for further investigation,
determ nati on of probabl e cause, and possible disciplinary
prosecution by the Board.

20. The Board's staff places the incident reports in
physician registration files and in office surgery
i nspection/accreditation files. The Board' s staff also places
copi es of incident reports involving physicians or facilities in
the respective file of their accrediting agency or accrediting
or gani zati on.

21. The Board's staff provides copies of adverse incident
reports to DOH s state inspectors before they nmake office
i nspections of non-accredited facilities or facilities fornerly
accredited by a national agency or FLACS. The state
i nspector/risk manager uses the incident reports during
i nspections to recomend i nprovenents so that such incidents can
be avoided in the future.

22. The Board's Surgical Care Commttee, uses the incident

reports for statistical purposes. The Surgical Care Conmttee

13



reviews the reports to determ ne whet her changes need to be nade
in admnistrative rules, including but not limted to, rules
related to standard of care or physician registration.

23. It is inportant for FLACS to be aware of adverse
incident reports filed by its accredited physicians and office-
surgery facilities. Such reports are an essential part of any
accreditation program Wthout such know edge, FLACS cannot be
assured that its accredited physicians and offices are taking
steps to prevent such incidents fromoccurring in the future.
Moreover, if FLACS is not aware of the adverse incidents
occurring in the offices it inspects, FLACS cannot i nplenent
changes in its policies to inprove the accreditation process.

24. The Board has no policy or practice for routinely
sharing incident reports with accrediting organizations.
Neverthel ess, requiring FLACS to file copies of incident reports
with the Board could alert the Board to incidents that were
known to FLACS but never reported to the state and vice versa.
As stated above, FLACS coul d rmake routine public records
requests for copies of reports filed with the Board but not
reported directly to FLACS.

Rul e 64B8-9.0092(4)(a)--Quality Assurance Program

25. Florida Adm nistrative Code Rule 64B8-9.0092(4)(a)
requi res an accrediting organization to "have a mandatory

qual ity assurance program approved by the Board of Medicine."

14



Though it is not apparent on the face of the rule, this
provision relates to an "internal"” quality assurance program
used by the accrediting organization, not a quality assurance
program i npl emented at a physician's office.

26. The rul e does not define a quality assurance program
or describe the required contents of a quality assurance program
necessary to achieve the Board's approval. There are no forns
or instructions to provi de guidance in designing an such a
program

27. M. MPherson testified that FLACS coul d have used the
qgqual ity assurance prograns of national accrediting agencies as a
reference when designing its own program The greater wei ght of
the evidence indicates that the "internal" quality assurance
progranms of national agencies are proprietary and not avail able
to the public.

28. Public information from JACHO and AAAASF relates to
the ways that they nonitor the quality assurance prograns of the
of fices they inspect. For exanple, JACHO s nanual di scusses
gqual ity managenent issues for accredited practices, including
standards, elenents of participation, and the rational e that
supports each. There is no evidence to show what internal steps
the national agencies take to assure the quality of their
prograns apart from nonitoring the prograns of the accredited

practices. Therefore, the Board could not have conpared FLACS s

15



"internal" quality assurance program and processes with the
"internal" quality assurance prograns and processes of the
nati onal accrediting agencies.

29. During the hearing, the Board presented expert
testi nony about quality assurance prograns in general. The
expert testified that a generic quality assurance program for
heal thcare providers requires the followng: (a) identification
of positive outcones that one desires; (b) identification of
undesired negative outcones based on the service and risk
profile of the facility; (c) evaluation of accrued adverse
incidents to identify trends; and (d) identification of ways to
prevent future problens.

30. The Board's quality assurance expert based his
testimony on the standards published by the Center for Medicare
and Medicaid Services (CV5). The description of a quality
assurance programin the CM5 docunent forns a skeleton for
nati onal accreditation prograns such as the AAAASF, JACHO, and
the Accreditation Association for Anmbulatory Health Care
(AAAHC). The rule does not reference CV5, JACHO, AAAASF, or
AAAHC as havi ng established nodels for an "internal" nmandatory
qual ity assurance programthat the Board woul d approve.

31l. FLACS s office quality inprovenent plan conpares
favorably to the one established by AAAASF in sone respects.

For instance FLACS requires its accredited physicians and

16



offices to performa random chart screen of five cases on a
quarterly basis. AAAASF requires a mnimum of six cases per
surgeon utilizing a facility or two percent of all cases in a
group practice every six nonths.

32. AAAASF requires its clients to engage in a peer review
process at |east every six nonths. The review is done by a
recogni zed peer review organi zation or a nedical doctor other
than the operating room surgeon. FLACS does not require peer
revi ew eval uati ons due to concerns that peer review docunents
woul d be subject to discovery in | egal proceedings in Florida.

Rul e 64B8-9.0092(4)(c)--0Ongoi ng Anest hesi a-rel ated

Accreditation and Quality Assurance Processes |Involving the

Active Participation of Anesthesiol ogists

33. Florida Adnm nistrative Code Rule 64B8-9.0092(4)(c)
requires an accrediting organi zation to have "ongoi ng
anest hesi a-rel ated accreditation and quality assurance processes
involving the active participation of anesthesiologists.” The
Board did not base its denial on FLACS s anesthesia-rel ated
accreditation standards and quality assurance processes required
by Florida Adm nistrative Code Rule 64B8-9.0092(4)(b). Instead,
the denial is based upon the requirenment for "active
participation of anesthesiol ogists."”

34. The Board has no standards that describe or define the

"active participation of anesthesiologists.” There is no

17



evi dence that shows how the Board applied this requirenent to
FLACS' s application. There are no fornms or instructions to
provi de gui dance for an applicant attenpting to show the ongoi ng
active participation of anesthesiologists. There is no evidence
regardi ng the participation of anesthesiologists in ongoing
anest hesi a-rel ated accreditation and quality assurance processes
of national accreditation agencies.

35. FLACS has an Anesthesia Review Commttee, which is
made up of three participating anesthesiol ogi sts, FLACS s
i nspectors, and FLACS s Executive Director. The conmittee neets
quarterly to discuss current issues involving office surgery
anest hesi a, any anesthesia incidents involving FLACS s
accredi tees, new pharnmacol ogi cal agents avail able for outpatient
anest hesi a and, when avail abl e, additional information such as
i ncident reports invol ving anesthesia m shaps of physicians who
are not FLACS s accreditees.

36. The Anesthesia Review Comrittee keeps witten m nutes.
FLACS s Board of Directors reviews the mnutes during regularly
schedul ed neeti ng.

37. The Anesthesia Review Conmmttee is responsible for
updati ng FLACS s Anesthesis Paraneters of Care on an annual
basis. They also attend FLACS s educational neeting to update
menbers on current practice in outpatient/office surgery

anest hesi a.
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38. The Board's quality assurance expert testified that he
coul d not determ ne exactly how FLACS's anest hesi ol ogi sts
participated, i.e. what they did and how they cane to
conclusions. The expert could not say whether the participation
of FLACS s anest hesi ol ogi sts resenbl ed the participation of
anest hesi ol ogists in the prograns of national accreditation
agenci es. The expert acknow edged that for a relatively snal
nunber of physician's offices with a snmall nunber of anesthesia-
rel ated problens occurring within those offices, an eval uation

of such problenms on a quarterly basis mght be quite adequate.

CONCLUSI ONS OF LAW

39. The Division of Administrative Hearings has
jurisdiction over the parties and the subject matter of this
proceedi ng pursuant to Section 120.56, Florida Statutes (2005).

40. FLACS has the burden of proving, by a preponderance of
t he evidence, that Florida Adm nistrative Code Rul es 64B8-
9.0092(2)(f), 64B8-9.0092(4)(a), and 64B8-9.0092(4)(c) are
invalid exercises of delegated |egislative authority as to the
obj ection raised. See 8§ 120.56(3)(a), Fla. Stat.

41. Section 120.56(1)(e), Florida Statutes, provides in
pertinent part that "[h]earings held under this section shall be
de novo in nature."

42. The parties have agreed and the facts establish that

FLACS has standing to bring this rule challenge. FLACS s
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application was denied in part based on the Board' s reliance
upon the chal |l enged rul es.

43. Section 120.52(8), Florida Statutes, provides as
follows in relevant part:

(8 "lInvalid exercise of delegated
| egi slative authority" nmeans action which
goes beyond the powers, functions, and
duties delegated by the Legislature. A
proposed or existing rule is an invalid
exerci se of delegated |egislative authority
if any one of the follow ng applies:

* % *

(b) The agency has exceeded its grant
of rul emaking authority, citation to which
is required by s. 120.54(3)(a)l.;

(c) The rule enlarges, nodifies, or
contravenes the specific provisions of |aw
i npl enented, citation to which is required
by s. 120.54(3)(a)1l.;

(d) The rule is vague, fails to
establ i sh adequate standards for agency
deci sions, or vest unbridled discretion in
t he agency;

(e) The rule is arbitrary or
capricious. A rule is arbitrary if it is
not supported by logic or the necessary
facts; a rule is capricious if it is adopted
wi t hout thought or reason or is irrational.

* % *

A grant of rulemaking authority is necessary
but not sufficient to allow an agency to
adopt a rule; a specific lawto be

i npl enented is also required. An agency may
adopt only rules that inplenent or interpret
the specific powers and duties granted by
the enabling statute. No agency shall have
authority to adopt a rule only because it is
reasonably related to the purpose of the
enabling legislation and is not arbitrary

20



and capricious or is within the agency's
class of powers and duties, nor shall an
agency have the authority to inpl enent
statutory provision setting forth genera

| egislative intent or policy. Statutory

| anguage granting rul emaki ng aut hority shal
be construed to extend no further than

i mpl enmenting or interpreting the specific
powers and duties conferred by the sane
statute.

44. Paragraphs (b) and (c) of Subsection 120.58, Florida
Statutes, are somewhat simlar, but have been held to inpose
di fferent requirements upon agency rul emaki ng. Paragraph (8)(b)
relates to the adequacy of the grant of rul emaking authority,
whi | e paragraph (8)(c) and the "flush left" |anguage relate to
the limtations inposed by an agency's enabling statutory

authority, which is being inplenented. See St. Johns Water

Managenment District v. Consolidated - Tonoka Land Conpany, 717

So. 2d 72, 81 (Fla. 1st DCA 1998); The Sierra Club v. St. Johns

Wat er Managenent District, DOAH Case No. 01-0583RP at p. 19

(Final Oder, June 16, 2001). The "flush left" |anguage has
been described as "a set of general standards to be used in

determining the validity of a rule in all cases."” See Sout hwest

Fl ori da Water Managenent District v. Save the Manatee C ub, 773

So. 2d 594, 597-598 (Fla. 1st DCA 2000).
45. Fl ori da Admi nistrative Code Rul e 64B8-9. 0092 states as
follows in pertinent part:

(1) Definitions.
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(b) "Approved accrediting agency or
or gani zati on" neans nationally recognized
accrediting agencies: Anmerican Association
for Accreditation of Anmbul atory Surgery
Facilities (AAAASF), Accreditation
Associ ation for Anbul atory Health Care
(AAAHC) and Joi nt Conm ssion on
Accredi tation of Healthcare O ganization
(JACHO). Approved organi zations al so
i ncl ude those approved by the Board after
subm ssion of an application for approval
pursuant to this rule

* * %

(2) Application. An application for
approval as an accrediting organi zation
shall be filed with the Board office at 4052
Bal d Cypress Way, Bin #C)#, Tall ahassee,

Fl orida 32399- 3252, and shall include the
followi ng informati on and docunents:

* * *

(f) Copies of all incident reports
filed wth the state.

* % *

(4) Requirements. |In order to be
approved by the Board, an accrediting
organi zati on nmust conply with the foll ow ng
requirements:

(a) The accrediting agency nust have a
mandatory qual ity assurance program approved
by the Board of Medi ci ne.

(b) The accrediting agency mnust have
anest hesi a-rel ated accreditati on standards
and quality assurance processes that are
revi ewed and approved by the Board of
Medi ci ne.

(c) The accrediting agency nust have
ongoi ng anest hesi a-rel ated accreditati on and
qgual ity assurance processes involving the
active participation of anesthesiol ogists.
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Petitioner challenges the validity of Florida Adm nistrative
Code Rul es 64B8-9.0092(2)(f), 64B8-9.0092(4)(a), and 64BS8-
9. 0092(4) (c).

Section 120.52(8)(b), Florida Statutes

46. FLACS argues that the Board exceeded its rul emaki ng
authority contrary to Section 120.52(8)(b), Florida Statutes, in
the following ways: (a) in Florida Adm nistrative Code Rule
64B8- 9. 0092(2)(f) by requiring an application to include
incident reports; (b) in Florida Adm nistrative Code Rul e 64B8-
9.0092(4) (a) by mandating an requirenment for an approved quality
assurance program and (c) in Florida Adm nistrati ve Code Rul e
64B8- 9. 0092(4) (c) by requiring that an applicant have ongoi ng
anest hesi a-rel ated processes involving the active participation
of anest hesi ol ogi sts.

47. The Board does not cite to Section 458.309(1), Florida
Statutes, as specific authority for the chall enged rul es.
Section 458.309(1), Florida Statutes, states as foll ows:

458. 309 Rul emaki ng authority. --
(1) The board has authority to adopt
rul es pursuant to ss. 120.536(1) and 120.54
to i npl enent the provisions of the chapter
conferring duties upon it.
I nstead, the Board cites the specific authority of Section
458. 309(3), Florida Statutes, which states as foll ows:
(3) Al physicians who performlevel 2

procedures lasting nore than 5 m nutes and
all level 3 surgical procedures in an office
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setting nust register the office with the
departnent unless that office is licensed as
a facility pursuant to chapter 395. The
departnent shall inspect the physician's

of fice annually unless the office is
accredited by a nationally recognized
accrediting agency or an accrediting

organi zati on subsequently approved by the
Board of Medicine. The actual costs for
regi stration and i nspection or accreditation
shall be paid by the person seeking to

regi ster and operate the office setting in
which the office surgery is perforned.

48. Section 120.54(1)(a), Florida Statutes, states as
fol | ows:

120. 54 Rul enaki ng. - -

(1) CGENERAL PROVI SI ONS APPLI CABLE TO
ALL RULES OTHER THAN EMERGENCY RULES. - -

(a) Rulenmaking is not a matter of
agency di scretion. Each agency st atenent
defined as a rule by s. 120.52 shall be
adopt ed by the rul emaki ng procedure provided
by this section as soon as feasible and
practicabl e.

49. Any standards that the Board uses to approve or
di sapprove applicants would constitute rul es as defined by
Section 120.52(15), Florida Statutes, which states as follows in

rel evant part:

(15) "Rule" neans each agency
statenment of general applicability that
i npl ements, interprets, or prescribes |aw or
policy or describes the procedure or
practice requirenents of an agency and
i ncl udes any information not specifically
requi red by statute or by an existing rule.
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50. By locating Section 458.309(3), Florida Statutes, in a
statutory section entitled "Rul emaking Authority,” the
Legi sl ature has necessarily given the Board explicit authority
to pronul gate the challenged rules. Any other interpretation of
the statute would nean that the Board could not establish the
standards to be enpl oyed when granting or denying approval of
of fice surgery accrediting organi zations w thout violating
Section 120.54(1)(a), Florida Statutes.

Section 120.52(8)(c) and the "Flush Left" Language

51. FLACS argues that Florida Adm nistrative Code Rul es
64B8-9.0092(2) (f), 64B8-9.0092(4)(a) and 64B8-9.0092(4)(c)
enl arge, nodify, or contravene the specific provisions to be
i npl enented contrary to Section 120.52(8)(c), Florida Statutes,
and the "flush left" | anguage, quoted above. The chall enged
rules cite Section 458.309(3), Florida Statutes, as the | aw
i mpl enent ed.

52. Specifically, FLACS asserts that Section 458.351(4),
Florida Statutes, and Florida Adm nistrative Code Rul e 64B8-
9.001(1)(a), quoted above in the Findings of Fact, require
physicians to file adverse incident reports. FLACS takes the
position that Section 458.309(3), Florida Statutes, does not
refer to incident reports or give the Board the power or duty to

force accrediting organi zations to conply with Section
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458.351(4), Florida Statutes, by requiring themto file copies
of incident report with their applications.

53. FLACS al so asserts that Section 458.309(3), Florida
Statutes, does not give the Board the power or duty to nmandate
the inplenmentation of quality assurance prograns or the active
partici pati on of anesthesiol ogist in anesthesia-related
accreditation and quality assurance processes.

54. In Section 458.309(3), Florida Statutes, the
Legislature did not imt the Board' s discretion to decide what
applicants nmust include with their applications or what they
must show to achi eve approval of their accreditati on processes.
The Legi slature's decision not to spell out the contents of
applications or to list all standards the Board nust apply
bef ore approvi ng applications does not nean that the chall enged
rules violate Section 120.58(c), Florida Statutes. Section
458.309(3), Florida Statutes, gives the Board the specific power
and duty to exercise its discretion in this regard.

Section 120.52(8)(d), Florida Statutes

55. FLACS argues that Florida Adm nistrative Code Rul es
64B8- 9. 0092(2) (f), 64B8-9.0092(4)(a) and 64B8-9.0092(4)(c)
vi ol ate Section 120.58(8)(d), Florida Statutes, because they are
vague, fail to establish adequate standards for agency

deci sions, and vest unbridled discretion upon the Board.
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56. As to Florida Adm nistrative Code Rul e 64B8-
9.0092(2)(f), FLACS is correct that the rule does not
specifically identify incident reports as defined in Section
458.351(4), Florida Statutes, and Fl orida Adm nistrative Code
Rul e 64B8-9.001(1)(a). However, FLACS had no trouble
identifying the incident reports when it filed two such reports
with its application. There is nothing vague about the term
"incident reports” in the nedical community.

57. The requirenent for applicants to file incident
reports is very straightforward. |If the reports are filed, the
accreditation organi zation neets the requirenment and the Board
woul d have no discretion to find otherw se.

58. The requirenment for an applicant to include incident
reports with its application does not violate Section 120.58(d),
Florida Statutes. 1In fact, FLACS did not assert this argunent
inits Proposed Final O der

59. In considering whether Florida Adm nistrative Rules
64B8- 9. 0092(4) (a) and 64B8-9.0092(4)(c) are vague, one nust
construe the terns "quality assurance program and "ongoi ng
anest hesi a-rel ated accreditation and quality assurance processes
involving the active participation of anesthesiologist” in
accordance with the neaning assigned to the terns by the class
of persons within the purview of the rule and within the context

of the subject matter of the rule. See Southwest Florida Water

27



Managenent Dist. v. Charlotte County, 774 So. 2d 903, 915-916

(Fla. 2nd DCA 2001). G ven that the challenged rul es are neant
to regulate office surgery accreditation organi zati ons, the
terms nust be given the neani ng assigned them by i ndividual s who
operate such organi zati ons.

60. During the hearing, the Board presented expert
testinony that the term"quality assurance program' is judged by
a national standard, which originates fromCWVS and its deened
nati onal heal thcare accrediting prograns (AAAASF, AAAHC, and
JACHO). The Board's expert also opined that the nationa
accrediting agenci es express the national standards for quality
assurance in different ways. |In other words, they do not mrror
each other in every detail

61. It mght be possible to determ ne the national
standard for quality assurance prograns of office surgery
facilities by exam ning the prograns that national accrediting
agencies require of their accredited practices. One cannot use
the sane process to determ ne the national standard for an
"internal quality assurance progranm or "ongoi ng anesthesi a-
related accreditation and quality assurance processes invol ving
the active participation of anesthesiol ogi sts" because the
"internal" quality assurance prograns and processes of the

nati onal accrediting agencies are proprietary.
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62. In any event, having a national standard, inplenented
by national accrediting agencies in different ways, does not
elimnate the problemhere. In Section 458.309(3), Florida
Statutes, the Legislature created three inspection nethods for
office surgery facilities: (a) inspection by DOH (b)

i nspection by a nationally recogni zed accrediting agency; and
(c) inspection by an accrediting organi zation approved by the
Board. In nmaking a distinction between national agencies and
st at e-approved organi zations, the Legislature authorized the
Board to establish office surgery inspection standards, i.e.
sonet hi ng other than the national experience per se. However,
the chal l enged rul es do not informapplicants whether the Board
wants themto use the quality assurance program and processes of
a particular national agency as a nodel, to select parts of the
progranms and processes from each of the named national agencies,
or to design quality assurance prograns and processes based
entirely on Florida's experience and i ndependent of the national
st andar d.

63. The chall enged rul es are open-ended and do not provide
sufficient information for applicants to know whether their
"internal"” quality assurance prograns and processes are
adequate. Accordingly, Florida Adm nistrative Code Rul es 64B8-

9.0092(4)(a) and 64B8-9.0092(4)(c) are vague and enabl e the
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Board to exercise unbridled discretion in violation of Section
120.52(8)(d), Florida Statutes.

Section 120.52(8)(e), Florida Statutes

64. FLACS argues that Florida Adm nistrative Code Rule
64B8-9. 0092(2)(f) is arbitrary and caprici ous because it
requires applicants to file incident reports in violation of
Section 120.52(8)(e), Florida Statutes. FLACS asserts that the
rule is invalid for the follow ng reasons: (a) the rule enables
the Board to deny an application for failing to include incident
reports, even though the Board is in possession of the reports
and knows whi ch agency or organi zation accredited the office;
(b) there is no statutory requirenent for an accrediting
organi zation to file such report; and (c) there is no way for an
applicant to know for certain when a physician's office has
filed an incident report.

65. FLACS s argunent that it is arbitrary or capricious to
require applicants to file incident reports is without nerit for
several reasons. First, the Board uses the requirenent as a
cross-reference to ensure that physicians are filing the reports
with the state. The requirenent is inportant to ensure that
every adverse incident reported to an accrediting organization
is also reported to CSU

66. Second, accrediting organi zations need to be aware of

adverse events that occur in the offices they inspect. Wthout
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such knowl edge, accrediting organi zati ons would not be aware of
the need to take action to prevent reoccurrence of the event.
Regardl ess of the type of quality assurance prograns or
processes that applicants enploy "internally" or inpose on their
accredited offices, a mninmal requirenment would be know edge of
adverse events occurring in those offices.

67. Third, the challenged rule is not arbitrary or
caprici ous because there is no statutory requirenment for
applicants to file physicians' adverse incident reports. As
di scussed above, the Board has the power and duty to decide the
contents of applications, including incident reports, where
consi deration of such docunents is an inportant part of
eval uating applications, i.e. to ensure that applicants are
aware of what is going on in their accredited offices.

68. FLACS has requested an award of fees and costs
pursuant to Section 120.595(3), Florida Statutes, which states
as follows:

(3) CHALLENGES TO EXI STI NG AGENCY
RULES PRUSUANT TO section 120.56(3).--1f the
court or admnistrative |aw judge decl ares a
rule or portion of a rule invalid pursuant
to s. 120.56(3), a judgnent or order shal
be rendered agai nst the agency for
reasonabl e costs and reasonabl e attorney's
fees, unless the agency denonstrates that
its actions were substantially justified or
speci al circunstances exi st which wul d nake
the award unjust. An agency's are

"substantially justified" if there was a
reasonabl e basis in law and fact at the tine
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the actions were taken by the agency. |If
the agency prevails in the proceedi ngs, the
court or adm nistrative | aw judge shal

award reasonabl e costs and reasonabl e
attorney's fees against a party if the court
or administrative |aw judge determ nes that
a party participated in the proceedings for
an i nproper purposed as defined by paragraph
(1)(e). No award of attorney's fees as
provided by this subsection shall exceed
$15, 000.

69. The undersigned reserves jurisdiction to determ ne the
guestion of an award of fees and costs in this case, pending a
nmotion for such relief and the opportunity for the parties to
present facts related to the request.

ORDER

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

ORDERED:

1. That the challenge to Florida Adm nistrative Code Rule
64B8- 0092(2) (f) is dism ssed.

2. That Florida Adm nistrative Code Rul es 64B8-
9.0092(4)(a) and 64B8-9.0092(4)(c) are invalid exercises of

del egated | egislative authority.
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Tal | ahassee,

Leon County,

DONE AND ORDERED t his 8th day of August, 2005, in

Fl ori da.

W&‘%‘ Yoo

SUZANNE F. HOCD

Adm ni strative Law Judge

Di vision of Adm nistrative Hearings
The DeSoto Buil di ng

1230 Apal achee Par kway

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

wwwv. doah. state. fl.us

Filed with the Cerk of the
D vision of Adm nistrative Hearings
this 8th day of August, 2005.

ENDNOTE

17 The Exhibits and Transcript in DOAH Case No. 04-3249 are
| ocated with the record in DOAH Case No. 05-0402RX

COPI ES FURNI SHED,

Alfred W dark, Esquire
Post O fice Box 623
Tal | ahassee, Florida 32302-0623

Timothy M Cerio, CGeneral Counsel
Departnment of Health 6400

4052 Bal d Cypress Way, Bin A02
Tal | ahassee, Florida 32399-1701

Edward A. Tel l ochea, Esquire

O fice of Attorney Ceneral
Departnment of Legal Affairs

The Capitol, Plaza Level 01

Tal | ahassee, Florida 32399-1701
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Dr. John O Agwunobi, Secretary
Departnent of Health

4052 Bal d Cypress Way, Bin A02
Tal | ahassee, Florida 32399-1701

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 proceedings are governed by the Florida Rules
of Appellate Procedure. Such proceedi ngs are comenced by
filing the original Notice of Appeal wth the agency clerk of
the Division of Adm nistrative Hearings and a copy, acconpani ed
by filing fees prescribed by law, with the District Court of
Appeal , First District, or with the District Court of Appeal in
the Appellate District where the party resides. The notice of
appeal nmust be filed within 30 days of rendition of the order to
be revi ewed.
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