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Meeting Report
Department of Health
Board of Medicine
Rules/Legislative Committee Meeting
Renaissance Orlando Hotel
5445 Forbes Place
Orlando, FL 32812
(407) 240-1000

December 2, 2010
Roll Call 3:51 pm

Members Present: Members Absent:
Jason Rosenberg, M.D., Chair

Donald Mullins, Consumer Member

Steven Rosenberg, M.D.

H. Frank Farmer, M.D.

Michael Chizner, M.D.

Onelia Lage, M.Darrived 4:22 pm)

Fred Bearison, M.Darrived 4:02 pm)

Staff Present: Others Present:

Larry G. McPherson, Executive Director Americaru@dreporting
Ed Tellechea, Board Counsel

Donna McNulty, Board Counsel

Nancy Murphy, Paralegal

Crystal Sanford, Administrator

Rules Report — INfOrmMation ONIY .....ooo.ieeiie i eeseemeeenneennnee 1
No action necessary.

Leqislative Discussion:

HB 1565, ... Supplemental, CD

Mr. Tellechea provided an overview of the changegdsed by HB 1565. He explained the Legislature,
during special session, overturned a bill previpusitoed by Governor Crist. These changes were
effective November 17, 2010 and have a substeaeftiatt on the rule making process. He further
explained the Joint Administrative Procedures Cottaai(JAPC) reviewed the law and found that any
rules not already in effect on Novembef"iere subject to the changes.

Mr. Tellechea went on to explain the Board previpdsafted statements of estimated regulatory costs
(SERCs), pursuant to s. 120.54(3)(a), F.S. asgbdine adoption procedures for administrative rules
The changes in law now require the Board to ma&ddhowing determination regarding any proposed
rule:

* Does the rule have an adverse impact on small bssjor
* Isthe rule likely to “directly or indirectly incesse regulatory costs in excess of $200,000 in the
aggregate Florida within one year after the impletagon of the rule”.
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Mr. Tellechea said if the Board found the propogdd met either of the above criteria, additional
economic analysis will be required in the SERCisEmalysis would include a determination of
whether the proposed rule:

* s likely to have an adverse impact on economievtfipprivate-sector job creation or
employment, or private sector investment in excé$l million in the aggregate within 5 years
after the implementation of the rule;

» s likely to have an adverse impact on businesspatitiveness, including the ability of persons
doing business in the state to compete with perdoimgy business in other states or domestic
markets, productivity or innovation in excess ofriillion in the aggregate within 5 years after
the implementation of the rule;

» Is likely to increase regulatory costs, includimy @aransactional costs, in excess of $1 million in
the aggregate within 5 years after the implememtadi the rule;

He went on to say if the Board finds the SERC destrates the proposed rule has an impact that meets
or exceeds the criteria established above, it iImeigiresented to the Florida Legislature by Febrdary
2011 for ratification. In preparation for thisafftis setting up three conference calls in Jant@aaflow
the Board to timely review SERCs prepared on pregasles.

Dr. S. Rosenberg asked how the change in law sffaetinspections of pain management clinics..

Mr. McPherson stated Department of Health investigastarted inspections in November, a month
after the on pain clinics, SB 2272, law went inti@et. That law provided authority for the Departmhe

to inspect pain management clinics for complianih the statutory provisions and for compliancehwit
standards of practice rules developed by the bazritedicine and Osteopathic Medicine. The
purpose of the inspection going on now is to detieera pain management clinic’'s compliance with the
law (s. 458.3265, F.S.). He said the fee is belrayged now.

Dr. S. Rosenberg asked if a second inspection woellcbnducted if the rule was ratified by the
Legislature and if a second fee would be charged.

Mr. McPherson stated a second inspection wouldbbédwcted to determine a clinic’s compliance with
the rule. He said a second fee would not be cldarge

Mr. Mullins asked who would be making the decisioesessary to complete the enhanced SERC.

Mr. McPherson stated the Department is in the @®oé retaining an economist to draft the enhanced
SERCs that would then be presented to the Boardpioroval.

Mr. Mullins asked who paid the cost of the econdmis

Mr. McPherson stated if the proposed rule was ad@o&Medicine rule, then the Board would bear the
cost.

Rules Discussion:

Rule 64B8-8.001, FAC — Disciplinary GUIdeliNesS ..........ceeeiiieeeiiiiiiiiiiiiiiiee 2
Mr. Tellechea stated the Committee previously apgaddhe rule language which provides disciplinary
guidelines for new violations and found that a SBRAS necessary because the proposed rule had an
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economic impact on small business. He explainestdtyie the Board has authority to set the range of
penalties for violations imposed by statute.

Mr. McPherson asked whether the disciplinary gumnds set a range of penalties within the maximum
penalties established by statute constitutes aaragwmpact?

After discussion, a motion was made to recommesdmding the previous determination this proposed
rule imposes an adverse impact on small businesfuaimer makes the determination that this progose
rule is not likely to “directly or indirectly incese regulatory costs in excess of $200,000 in the
aggregate Florida within one year after the impletaon of the rule” and to request an enhanced
SERC.

Mr. Mullins stated the infrastructure is alreadypilace for the prosecution of practitioners whaalre
the law and no new staff is required as a resuetting penalties for violations of the law.

The motion was seconded.

Bradley Levine, Consumer Member on the Board, asdie the Committee and asked for the definition
of ‘adverse impact on small business’ because @saimgthe rule could have a positive impact as.well

Mr. Tellechea stated the law only addresses adwvensact.

Mr. Mullins commented that positive impact shoutltbken into account when determining adverse
impact.

Mr. Tellechea advised the statute does not so geovi
The motion carried unanimously.

Recommendation:rescinding the previous determination this prodasée imposes an adverse impact
on small business and further makes the deterrométiat this proposed rule is not likely to “dilgadr
indirectly increase regulatory costs in excess2®f000 in the aggregate Florida within one yetaraf
the implementation of the rule; request enhancedGENo0 SERC is necessary.

Rule 64B8-9.0134, FAC — Maximum Number of Prescripbns in Registered Pain
V=TT [=Y 0 L= 1 (O [T TP 3

Mr. Tellechea explained this proposed rule was iptesty approved by the Board of Medicine and
Osteopathic Medicine Joint Standards of Practic&foysicians Practicing in Pain Management Clinics
Committee. This rule provides the maximum numberomtrolled substance prescriptions that can be
written in a pain management clinic in a 24-houtgekof time.

A motion was made, seconded and carried unanimeoisgcommend approval of the proposed rule
language.

After discussion, a motion was made, seconded amted unanimously to recommend rescinding the
previous SERC prepared based on prior laws rega@iHRC requirements. Finding in the affirmative
that this proposed rule imposes either an adverpadt on small business and or this proposed sule i
likely to “directly or indirectly increase regulatocosts in excess of $200,000 in the aggregatedalo
within one year after the implementation of theefidnd to request an enhanced SERC.
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Recommendation:
1. Approve language; and
2. Rescind the previous SERC prepared.
3. Request enhanced SERC

Rule 64B8-9.0133, FAC — Approval of Nationally Reamnized Physician Pain

Management Accrediting OrganizationS ..........vv e e 4

Mr. Tellechea explained this proposed rule wasipresty approved by the Board of Medicine and
Osteopathic Medicine Joint Standards of Practicé&fiysicians Practicing in Pain Management Clinics
Committee. The rule provides the criteria for whiationally recognized accrediting organizations
must meet in order to be approved as an accreditig@nization for Florida registered pain
management clinics.

Ms. McNulty advised the Committee that one of théanal accrediting organizations stated they would
have to have to significantly revise their procegsemeet the standards of the proposed rule.

A motion was made, seconded and carried unanimeoisgcommend approval of the proposed rule
language.

After discussion, a motion was made, seconded amted unanimously to recommend rescinding the
previous SERC prepared based on prior laws rega@iHRC requirements. Finding in the affirmative
that this proposed rule imposes either an adverpadt on small business and or this proposed sule i
likely to “directly or indirectly increase regulatocosts in excess of $200,000 in the aggregatedalo
within one year after the implementation of theefdnd to request an enhanced SERC.

Mr. Mullins stated he was against the motion beeaalg/sicians have an option to undergo a
Department inspection or be accredited by a nationggnization.

After additional discussion, the motion carried ninzously.

Recommendation:
1. Approve language; and
2. Rescind the previous SERC prepared.
3. Request enhanced SERC

Rule 64B8-1.007, FAC — Forms (Data Reporting Fornot Pain Management Clinics) 5

Mr. Tellechea explained this form was previouslprawed by the Committee as an option for
designated physicians in pain management clinicgiliae when reporting the required data on a
guarterly basis. He explained draft rule languailebe presented at the next meeting, but asked th
Committee to make a recommendation regarding tHRCSE

A motion was made, seconded and carried unanimoosgcommend finding this rule has no impact
on small business and is not likely to “directlyimdirectly increase regulatory costs in excess of
$200,000 in the aggregate Florida within one yéar #he implementation of the rule”

Recommendation:find this proposed rule does not impose an advuarpact on small business and is
not likely to “directly or indirectly increase relgiory costs in excess of $200,000 in the aggregate
Florida within one year after the implementatiortté rule” No enhanced SERC.
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Area of Critical Need - JAPC Letter. . .uuuuuueeeieiiiiiiiiie e 6
Ms. McNulty summarized issues presented by the JAgg@rding Rules 64B8-4.009 and 64B8-1.007,
FAC.

Mr. McPherson explained that physician assistapliegtions will be going online, but affidavits cae
submitted electronically.

After discussion, a motion was made, seconded amrced unanimously to recommend finding this rule
has no impact on small business and is not likelgirectly or indirectly increase regulatory costs
excess of $200,000 in the aggregate Florida withim year after the implementation of the rule”

Recommendation:find this proposed rule does not impose an aduerpact on small business and is
not likely to “directly or indirectly increase relgiory costs in excess of $200,000 in the aggregate
Florida within one year after the implementatiortteé rule” No enhanced SERC.

Pain Management Clinics Training Requirements ............coeeeeen..... Supplemental(1)

Mr. Tellechea reminded the Committee that the Bofaltbwing a rule hearing, redacted the training
requirements from Rule 64B8-9.0131, FAC Standafd®actice for Physicians Practicing in Pain
Management Clinics. He explained the ramificatiohsot including training requirements in the
proposed rule language at this time. He alsodthie Board of Osteopathic Medicine rule went into
effect on November 8, 2010.

Dr. Bearison stated the reason the Board redaleettdining requirements was to do additional
research on the requirements to be become bodifiecein the four additional specialties addedtHe
Osteopathic companion rule.

Ms. Sanford stated the research had not been ctedple
Dr. Bearison suggested considering the Osteopkthgriage.
Dr. Farmer said he thought the program would beenable if the MD and DO rules were not the same.

A motion was made and seconded to have Mr. Telkednaft language that would include training
requirements similar to the Osteopathic languagetapresent at one of the January conference calls
for approval and to request an enhanced SERC.

Chris Nuland, Esquire, representing the Floridapfdraof the American College of Physicians,
addressed the Committee and supported the motitimectable.

Mr. McPherson explained the Department’s inspegbimtess. He said that when the inspecting
standard of practices rules, Department investigatdl go into the clinics and ensure the clinieets
the requirements of the rules. The Departmenteictspn teams are planning to have clinicians agsist
reviewing medical records. He updated the Conamitin the Department’s recruitment of physicians
to serve as clinician inspectors. He explained@partment is looking for active, Medical or
Osteopathic physicians who are board certifiedreme experience in prescribing controlled
substances. The physician reviewers would be uratdract with the Department.

Dr. S. Rosenberg asked how many physicians havessgd interest.
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Mr. McPherson stated over 100 physicians. Hewaiavill be reviewing the applications soon and the
Department may determine at a later time that M#dind Osteopathic physicians are not necessary and
other professions can be utilized.

Bob Coats with Symedica addressed the Committesrdegy the confusion that could be generated if
the Medical rule does not mirror the Osteopathie when a Medical doctor and an Osteopathic
physician are practicing in the same cliniche speaker also raised the issue of the Board) asin
emergency process to put the rule in place.

The Committee discussed whether the use of emeygaleemaking would be appropriate. Following a
discussion of the requirements for emergency rukamgancluding being able to demonstrate whether
the situation, which has been in the processlefmaking and public hearings since August 2009|ccou
now meet the immediate and imminent danger req@nes) the Committee did not recommend
emergency rulemaking.

Maureen Kielian representing the Florida Healtloinfation Management Association addressed the
Committee and offered the assistance of the Associazho are medical record specialists.

Ms. Kielian was asked to provide written materal the Committee’s consideration.

The motion carried unanimously.

Recommendation:draft language that would include training reguneaits similar to the Osteopathic
companion language and to present at one of theadgoonference calls for approval and to request a

enhanced SERC

DISCUSSION REGARDING SERCS:

Mr. Tellechea explained the following proposed sulere previously approved by the Committee and
were being returned for the Committee to make ardehation about the enhanced SERC for each
proposed rule.

Rule 64B84.029, FAC - Reqistration as a Dispensifithysician; Delegation of Dispensing

to Prescribing Physician ASSistants............ceeeveeeeiieiiiiiiiiiiieeeieeeee Supplemental)

Mr. Tellechea explained this proposed rule amemdia@guage incorporates with reference a form
used for supervising physicians to advise the Bd#&pensing authority has been delegated to a
physician assistant that he/she supervises.

A motion was made, seconded and carried unanimoosgcommend finding this rule has no impact
on small business and is not likely to “directlyimdirectly increase regulatory costs in excess of
$200,000 in the aggregate Florida within one yéar #he implementation of the rule”

Recommendation:find this proposed rule does not impose an advuarpact on small business and is
not likely to “directly or indirectly increase relgiory costs in excess of $200,000 in the aggregate
Florida within one year after the implementatiorttod rule”

Rule64B8-1.007, FAC — List of Approved Forms; Incgpnoration..... Supplemental (2)
Mr. Tellechea explained this proposed rule amendmeromplishes the same task in the previous tab
but incorporates the form into the forms rule.
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A motion was made, seconded and carried unanimoosgcommend finding this rule has no impact
on small business and is not likely to “directlyimdirectly increase regulatory costs in excess of
$200,000 in the aggregate Florida within one yéar #he implementation of the rule”

Recommendation:find this proposed rule does not impose an advuarpact on small business and is
not likely to “directly or indirectly increase relgiory costs in excess of $200,000 in the aggregate
Florida within one year after the implementatiortté rule” No enhanced SERC.

Rule 64B8-30.00, FAC — Physician Assistant Licenseir................... Supplemental (2)
Mr. Tellechea explained this proposed rule amendmlso accomplishes the same task in the previous
tab but incorporates the form into the PA licensule.

A motion was made, seconded and carried unanimoosgcommend finding this rule has no impact
on small business and is not likely to “directlyimdirectly increase regulatory costs in excess of
$200,000 in the aggregate Florida within one yéar #he implementation of the rule”

Recommendation:find this proposed rule does not impose an advuarpact on small business and is
not likely to “directly or indirectly increase relgiory costs in excess of $200,000 in the aggregate
Florida within one year after the implementatiortté rule” No enhanced SERC.

Rule 64B8-8.018, FAC — Voluntary Relinquishment oficense ....... Supplemental (2)
Mr. Tellechea explained this proposed rule amendmeéds obligations as a basis for denying a
physician’s request to administratively voluntarginquish his/her license.

A motion was made, seconded and carried unanimoosgcommend finding this rule has no impact
on small business and is not likely to “directlyimdirectly increase regulatory costs in excess of
$200,000 in the aggregate Florida within one yéar $he implementation of the rule”

Recommendation:find this proposed rule does not impose an advuarpact on small business and is
not likely to “directly or indirectly increase relgiory costs in excess of $200,000 in the aggregate
Florida within one year after the implementatiortté rule” No enhanced SERC.

Rule 64B8-31.010, FAC — AA Disciplinary Guidelines.................... Supplemental (2)
Mr. Tellechea explained the Anesthesiology Assisiamt Committee had previously approved
proposed language that set forth disciplinary dinds for new violations imposed by statute.

A motion was made, seconded and carried unanimoosgcommend finding this rule has no impact
on small business and is not likely to “directlyimdirectly increase regulatory costs in excess of
$200,000 in the aggregate Florida within one yéar #he implementation of the rule”

Recommendation:find this proposed rule does not impose an advuarpact on small business and is
not likely to “directly or indirectly increase relgiory costs in excess of $200,000 in the aggregate
Florida within one year after the implementatiortteé rule” No enhanced SERC.

Leqislative Discussion:

HB 25 o Supplemental
Mr. McPherson summarized the bill which relatesn@mmography reports reflecting a finding of dense
breast tissue and information that must be inclutiactopy is provided to the patient.
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After discussion, a motion was made, seconded amged unanimously to recommend remaining
neutral on this bill.

Recommendation:remain neutral

NEW BUSINESS ..ottt ettt e eeeeeeee No tab
There being no further business, the meeting adguliat 5:28 p.m.
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