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Present:




Absent:

Fred Bearison, M.D., Chair


None 
Onelia Lage, M.D.

Robert Cline, M.D.

Steven Rosenberg, M.D.

Allan R. Escher, D.O., FAOCA, Vice-Chair

Robert McCann, D.O.
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Others Present: 

Larry G. McPherson, Jr.,  Exec. Director
Ana Viamonte Ros, M.D., MPH,
Kaye Howerton, Exec. Director


State Surgeon General 
Ed Tellechea, Board Counsel

Donna McNulty, Board Counsel

Nancy Murphy, Paralegal

Christy Robinson, Prog. Opr. Adm.

Eulinda Smith, Public Information Officer

Mr. McPherson introduced Ana Viamonte Ros, M.D., MPH, State Surgeon General.  
Dr. Bearison thanked staff for the preparation of the materials. 

Tab I – Review and Approval of Minutes
A motion was made, seconded and carried unanimously to approve the minutes of the September 25, 2009 meeting as written. 

Action taken: minutes approved

Mr. McPherson reviewed the agenda materials comprising the meeting record including the CD, addendum, supplemental materials and items received at the meeting.  He introduced Broward County’s Interim Report and advised the only the summary and recommendations were included in the supplemental material, but the full report would be emailed to the members.  
Tab II – Discussion Regarding Rule Language 
Board Approved Accrediting Organizations

Mr. McPherson introduced a chart summarizing the various national organizations that accredit pain management facilities. 
Mr. Tellechea reminded the Committee that standards and/or criteria will need to be developed to be used for approval/denial of accrediting organizations.  These organizations will be required to apply for approval and demonstrate they have met the standards developed by the Committee in order to be board approved.  He suggested developing the standard of practice rules first. 
Dr. Bearison reminded the Committee the clinics have the option of being inspected by the Department.  

Jeffrey Zipper, M.D., National Pain Institute, suggested the Committee obtain copies of each accrediting organizations standards manual.  He said it may help the Committee develop the standards used to approve/deny accrediting organizations.  

No action taken. 

Physical/Facility Operations
Mr. Tellechea pointed out that he, Ms. McNulty, Ms. Murphy, Mr. McPherson, Ms. Robinson and Ms. Sanford worked for approximately two weeks to bring forward a draft for the Committee to work from.  He explained the categories of Physical and Facility Operations were similar and therefore combined into one category in the draft rule. 

Mr. Beebe suggested adding several items:
1. ADA compliance, fire and alarm system 
2. Locked door between waiting room and rest of office with a remote to unlock the door

3. Video surveillance of the reception area and the dispensing area 24/7 with 30-60 day back up

He indicated his rationale as one of security because medications with high street value are maintained in the facilities.  He said these items provide patient and employee safety by reducing risk.  He stated further that the remote on the locked door is necessary because employees sometimes get lazy and the door could be left unlocked. He said video surveillance would also verify reporting requirements such as the number of patients.  

Dr. Cline suggested applying these restrictions to dispensing clinics only.  
Mr. Beebe agreed except for ADA compliance.  

Dr. Rosenberg suggested adding owners to the rule which would require the posting of the owner’s names.  
Dr. Escher was against having video surveillance of the reception area because of patient rights concerns.  He said facility owners can still have video of the parking lot.  
Rafael Miguel, M.D., Florida Society of Anesthesiologists, addressed the Committee.  He suggested discerning between dispensing and non-dispensing physicians then further discerning to those that dispense Schedule II and IV controlled substances. 

Paul Sloan, Florida Pain Management Service, LLC, addressed the Committee next.  He stated video monitoring should be required suggesting that patients are on video when they pick up their medications from the pharmacy.  He reminded the Committee that patients do not know the difference between an anti-inflammatory and a narcotic and it is therefore plausible a patient might steal either type of drug and therefore, the safety measures are necessary. 

Sanford Silverman, M.D., Florida Medical Association, addressed the Committee and echoed Dr. Miguel’s comments.  He stated he was in an office the other day that did not have a fire or alarm system and believes that should be addressed in all facilities, not just pain management.  He also stated video surveillance in the waiting room would be a violation of patient rights.  
Mr. Tellechea reminded the Committee these are standard of practice rules for physicians, not criminal law enforcement rules.  He said there needs to be a justification for the requirements that go in the rule.  He would not recommend video monitoring of the waiting room, but agreed that monitoring of the medical storage area or dispensing area for schedule drugs would be acceptable.  
Steven Brown, M.D., neurologist and dispensing physician in Florida stated that he has video surveillance in his office and a sign outside indicating the premises is being monitored.  He said he believes it is necessary for staff and patient safety as well as an anti-diversion tool. 
Philip Kramer, D.O., Florida Society of Physician Medicine and Rehabilitation, agreed with Dr. Escher regarding video taping stating it was a violation of the patient’s privacy.  
Raymond Pomm, M.D., Director of Practitioners Resource Network, cautioned the Committee to include benzodiazepines as well.
Mr. Tellechea asked the members if there were any problems with the language currently in the draft rule under this category.  Members indicated no problems.  
A motion was made, seconded and carried unanimously to approve including language in the rule regarding ADA compliance.
A motion was made, seconded and carried unanimously to approve including rule language that would require a remote locking door between the waiting room and the rest of the facility and on the door where controlled substances are stored, if the clinic is a dispensing facility.  
Dr. McCann was concerned about the costs associated with installing a video surveillance system.  

Mr. Tellechea reminded the Committee that guidelines cannot be included in the rules.  He suggested the Committee look at drafting advisory guidelines for the web page later on.  

A motion was made and seconded to approve adding language that would require video surveillance in the waiting room of dispensing facilities with the sign that indicates video monitoring takes place at the facility.  The motion failed 2-5.
A motion was made and seconded to approve adding language that would require video surveillance in the area where medications are dispensed and that medications are no longer dispensed in the treatment rooms, which may require facilities to change where they dispense medications currently.  This motion includes video monitoring of the location where medications are stored.  The motion carried unanimously.  
A motion was made to add language requiring a monitored security and fire system for dispensing facilities.  The motion failed for lack of a second. 

Mr. Tellechea stated the Boards do not have authority over owners and therefore, could not require owners to list their names on the clinic sign.  

Dr. McCann reminded the Committee there is legislation pending that limits ownership of pain clinics to physicians.   

Action taken: 

1. add ADA compliance

2. add remote locked doors for medication storage area and for the door between the facility and the waiting room

3. add video surveillance in the area where medications are dispensed and that medications are no longer dispensed in the treatment rooms; surveillance of the area where the medications are stored 

Infection Control

Mr. Beebe suggested adding two items:
1. Red bag usage for waste disposable where applicable 

2. Use of universal precautions where applicable 

Mr. Tellechea stated he could not use “where applicable” in the rule because it is too general. 

Mr. Beebe stated he would send Mr. Tellechea language to use. 

Mr. Tellechea stated he could add compliance with OSHA in the rule, but if the Committee does that then the rule has to be updated every time OSHA updates their standards.  He said there are other laws and rules in place to cover those violations.  For example, an OSHA violation would be handled through OSHA’s disciplinary process.  
Chris Nuland, Esquire, Florida Academy of Pain Medicine stated he agrees with Mr. Tellechea and added that such rules are unnecessary.  

A motion was made, seconded and carried unanimously to approve the draft language as written. 

Action taken: approved draft language 

Health and Safety Requirements 
Dr. Rosenberg spoke against requiring ACLS for facilities that perform invasive procedures.  
Dr. Cline felt it should be included to be consistent with the Office Surgery rules and he stated specific medications and equipment should also be required. 

Mr. Beebe felt ACLS should be required due to potential side effects.
Dr. Escher supported the need for ACLS requirements.  

Dr. Miguel addressed the Committee again.  He felt the facilities doing invasive procedures would be registered as an office performing surgery and would be required to following those rules which already require ACLS.  

Harold Cordner, M.D., Florida Society of Interventional Pain Physicians, concurred with Dr. Miguel’s comments. 

Mr. Nuland also agreed with Dr. Miguel. 

Anna Hayden, D.O., Florida Osteopathic Medical Association, reminded the committee that the law excluded surgery centers and was concerned why invasive procedures was being discussed in this venue.  
Mr. Tellechea gave an example of a group of physicians practicing orthopedics who then hire a physician to do pain management for the orthopedic patients.  The facility advertised the pain physician’s services.  He explained it was this type of facility that started the Committee discussing invasive procedures.  

Marla D. Golden, D.O., Florida Academy of Pain Medicine, addressed the Committee next.  She also agreed with Dr. Miguel in that basic procedures do not require ACLS certification.  She stayed she would use BLS measures until 911 responded.  She suggested only requiring that in a rural area.  
A motion was made and seconded to delete the requirements for ACLS certification and the requirement for specific medicines and equipment.  

Dr. Escher asked if we had any rules that stated a physician performing invasive procedures must be registered as an office performing surgery.  

Dr. Miguel stated that language is included in the office surgery rules.  
Mr. Nuland stated nerve blocks are covered specifically under the office surgery rules.  
Dr. Escher asked if trigger points were included.    
The previous motion failed.
A motion was made to require ACLS certification for invasive procedures excluding trigger point injections and epidermis injections.  The motion failed for lack of a second.
A motion was made and seconded to require ACLS certification.

Another motion was made to table consideration of these two items and to approve the remainder of the draft language in this category.  The motion was tabled.  
Dr. Lage said she would be in support of BLS and suggested bringing the office surgery rules to the next meeting to use as a comparison.  

Action taken: Bring office surgery rules to next meeting with pertinent information highlighted 
Mr. Beebe was concerned the rule does not include protection of controlled substances in a dispensing facility in cases of disasters.  
A motion was made, seconded and carried unanimously to add language that would require the protection of any controlled substances.
Quality Assurance 
A motion was made to approve the proposed draft language for this category.  The motion was seconded.

Mr. Cordner suggested requiring submission of quality assurance reviews every two years in lieu of annually.
Mr. Tellechea explained the quality assurance review and documentation of compliance would be done annually consistent with the annual inspection.  

The motion carried unanimously.

Action taken: draft language approved 

Data Collection and Reporting 
Mr. Tellechea discussed the draft language in this category and explained that he added language requiring the submission of adverse incident reports.  However, he explained the Committee would need to define ‘adverse incident’ as it relates to pain management.  He then referred the Committee to Mr. Beebe’s spreadsheet on reporting elements.  

Mr. Beebe explained that he took the data fields reported by hospitals and surgical centers and then added unique elements applicable to pain clinics.   
Mr. Beebe suggested the definition include drug screen failure and termination from the practice for drug diversion/abuse.
Dr. Bearison suggested adding death of the patient to the definition if the death occurs within a specific period of time.  
Mr. Tellechea referred the Committee to similar language in the draft rule.  
Dr. Silverman asked how the Committee intended to use the data.  He also expressed some concern about requiring the number of deaths since elderly patients take controlled substances. 
Mr. Tellechea asked the Committee to consider why they are collecting the data when drafting this portion of the rule.  He explained the purpose of gathering data is to help the Committee make decisions regarding changes in the rules.  
Dr. Lage felt it is necessary to gather data especially at the beginning to get a better understanding of these pain clinics. 
Dr. Miguel agreed and stressed the importance of collecting data.  He explained the Committee needs to determine how to collect the data because if it is paper format that will be difficult to maintain and run statistical reports.  He also suggested the Committee determine how the data will be used which would include improving patient safety and to identify where problems exists.  He agreed with the language in the draft rule and said reporting requirements should include the same criteria used for Code 15 reporting.  He also suggested not limit the reporting time frame; if the patient dies it should be reported.  

Mr. McPherson asked the Committee to keep in mind the Broward County’s Grand Jury Report and their recommendations when looking at the draft rule.  The recommendations included: 
1. Limit the number of patients to 100 to ensure patients are receiving proper care for their ailments.

2. Treat only a small percentage of patients residing from out of state 

Dr. Golden disagreed with requiring the reporting of the number of patients that fail drug screens as this occurs daily.  She did agree that data collection is important if the right data is collected. 
Mr. Tellechea advised the rule did not require the reporting of drug screen failures.  
Sydel LeGrande, M.D., a practicing pain management physician addressed the Committee.  She explained she practices primary care and pain management and has a mixture of about 3,000 patients.  Her concern is that physicians in her circumstances may find it difficult to abide by these types of rules.  She stated that as a primary care physician, she should be allowed to prescribe pain medications to her chronic pain patients.  She said only deaths and adverse incidents should be reported.
Tom Terranova, AAASF, discussed the use of data.  He suggested not using deaths because some patients, near death, are on controlled substances and expected to die, such as the elderly.  He felt it was appropriate to report the number of patients that are discharged due to drug diversion/abuse, but suggested it not be included in the definition of adverse incidents.  
Dr. Zipper suggested including the data elements in the risk management program so that specific standards can be developed in that program.
A motion was made and seconded to accept the language as written for this category.  

Mr. Tellechea stated he still needed a definition of ‘adverse incident’.  He read s. 458.351, Florida Statutes into the record which outlines the types of adverse incidents to be reported.  He said some of the types listed are not applicable to pain clinics and therefore, the clinic would not have to worry about that portion of the rule.  
The motion carried unanimously. 
The Committee was satisfied with the definition of adverse incidents in s. 458.351, F.S.
Mr. Beebe suggested a longer period of time to report the closure of a facility to ensure the Department has time to ensure proper closure. He suggested extending it to 60 or 90 days before the office is closed.  
Mr. Tellechea stated owners can close the office without advising the medical director.
Mr. Beebe suggested this for physician owned clinics and stressed the importance of knowing when these clinics close. 
Mr. McPherson stated 15 days is easy to track and it is enforceable.  
Standards of Practice 
Mr. Tellechea addressed this portion of the draft rule.  He indicated most of the language came from laws and/or rules already in place as well as language from the Louisiana Board of Medicine.  He asked to take this portion of the rule by each section.  
(a) Evaluation of the patient and Medical Diagnosis – 

Dr. Rosenberg was concerned about costs to the patient since the draft rule states:

“. . .  by a licensed physician not practicing or having any financial or ownership interest with the pain management clinic or the patient record must include a written referral for treatment made by a Florida licensed physician not practicing or having any financial or ownership interest with the pain management clinic; which was provided within 60 days prior to the presentation of the patient at the pain clinic.”  

He felt this may cause problems for legitimate pain patients.  

Dr. McCann suggested adding the optional language to the rule because it protects the patient and reduces the risk for problems.  

Dr. Silverman stated pain management physicians are capable of making their own diagnosis and indicated that some patients do not have a primary care physician.  
Dr. Cordner agreed with Dr. Silverman.  He added that he was concerned about the language that requires the complete history and physical to be in the medical record prior to commencement of treatment.  He indicated the history and physical takes some time to be transcribed and believes that portion of the rule should be stricken.  
Dr. Hayden asked for clarification as to which doctor has to complete the history and physical.  She says she does have patients from out of state that spends a few months out of the year in Florida and is concerned about the language restricting the completion of the history and physical to a Florida licensed physician.  In addition, she had issues with documenting the effect of the pain on physical and psychological function as required by the proposed rule.  
Michael Creamer, D.O. with the Florida Society of Physical Medicine and Rehabilitation addressed the Committee.   He feels that section (a) is acceptable but the optional language is too restrictive.  

Ruben Gonzalez, M.D. addressed the Committee next and advised that the Committee was causing problems for him to practice pain management.  
Dr. Miguel was concerned the rule would prevent a board certified pain specialists from making his/her own diagnosis and that is unreasonable.  
A motion was made and seconded to approve the draft language but to replace “complete history and physical” with “thorough history and physical” and to exclude the optional language.  

The motion was amended to delete “complete” altogether.  The members agreed. 
The motion was amended to remove the word “prior” to commencement of treatment since when the documentation is placed in the medical record is not critical.  The committee’s agreed. 
Dr. Zipper stated he makes diagnosis’s every day as a pain management physician.  He suggested the responsible physician (or medical director) be qualified to do pain management. He explained the pain sub-specialty only falls under neurology, physical rehabilitation and anesthesiologists and the rest should have to demonstrate to the Board that they are qualified to practice pain management. 
Dr. Golden stated the referral should be included in the medical record; the patient should be allowed to self refer; and the referrals should be allowed from out of state physicians.  
The motion carried unanimously with additional amendments.  
Action taken: remove “complete” and add language so the first sentence shall read: 

A medical history and physical examination must be conducted prior to commencement of treatment.  Exact components of the examination are left to the judgment o the clinician who is expected to performance an examination proportionate to the diagnosis that justifies the treatment; approve language as amended; exclude optional language.  

Dr. Lage left at 1:00 p.m. 

(b) Treatment plan – 
A motion was made and seconded to accept the proposed language under this section.  

Dr. Miguel felt treatment must be multidisciplinary in nature and suggested adding language that states: The interdisciplinary nature of the treatment plan should be documented. 
The motion was amended to include this sentence at the end of the paragraph. The motion carried unanimously.

Action taken: language approved with the addition of the following language to the end of the paragraph: The interdisciplinary nature of the treatment plan should be documented. 

(c) Informed Consent and Agreement for Treatment 
A motion was made and seconded to approve the draft language.  
Dr. Pomm stated he felt it was important to add language so the first sentence reads: The physician shall discuss the risks and benefits of the use of controlled substances including the risk of abuse/addiction as well as the physical dependence and its consequences. . . .  
Dr. Silverman suggested defining physical dependence, addiction and tolerance and put the definitions in the treatment agreement.  
Dr. Miguel questioned why the term “non-malignant” was used in this paragraph.  
It was explained that the law specifically references physicians treating chronic non-malignant pain. 

The motion carried unanimously with the addition of Dr. Pomm’s suggestion. 

Action taken: language accepted with the addition of the following language: substances including the risk of abuse/addiction as well as the physical dependence and its consequences
(d) Periodic Review 
Dr. Rosenberg asked for clarification of how often the patient is to be monitored.  
Dr. Bearison felt the rule meant the patient would be monitored every three (3) months. 

Dr. Pomm suggested adding the term “drug testing” instead of urine serum (in the previous section).  He suggested the monitoring should be individualized and suggested adding that the physician shall monitor the patient as indicated at least twice per year.  And he also suggested adding that medicine inventories shall be completed on a regular basis as indicated.  
Carissa Stone, MD. addressed the Committee regarding pill counts. 
Dr. Cordner expressed concern that there is no requirement to document this in the medical record.  

Mr. Beebe suggested adding to the last sentence “shall monitor and document” and should also include additional monitoring components such as compliance with consultation referrals and with agreements and treatment plans in affect.  

A motion was made to approve the following language: 
The physician shall monitor and document patient compliance, at a minimum of six month intervals, with patient agreement, recommendations for medical care as well as medication usage, related treatment plan, and indications of substance abuse or diversion.  
The motion was seconded and carried unanimously. 

A motion was made and seconded to add to the end of the paragraph “Medicine inventories shall be performed on a regular basis as determined by individual need at a minimum of twice per year.”

Dr. Sherman addressed the Committee and stated that mandatory pill counts would be problematic.  He felt patients would still be able to deceive the physician.  

Dr. Silverman stated that the periodic reviews should be every three months.  He stated he does pill counts, but agreed a crafty patient can deceive the patient. He agreed that drug testing should be every six months. 
 Dr. Cordner agreed the periodic reviews should be every three months with drug testing every six months. He also agreed the pill counts will not work if mandated.  
Dr. Rosenberg stressed concern about the patient who gets a prescription and comes back a week later for more medications.  He said the pill count would help in these instances.  
Dr. Escher suggested removing the language requiring medicine inventories a minimum of every six months. 
Ms. McNulty attempted to clarify the motion and stated the periodic review will be every three months and the drug testing will be randomly but not less than twice per year.
Dr. Pomm suggested using at a minimum, randomly at least twice per year.

Dr. Escher stated again that pill counts can be manipulated. 

The motion was clarified to state:
The physician shall monitor and document the patient’s compliance with controlled substance agreements, medication usage; related treatment plans; and indications of substance abuse or diversion at a minimum of three month intervals.  The motion was seconded and carried unanimously.  

Mr. Beebe suggested requiring pill counts for high risk patients every six months and asked Dr. Escher to comment. 

Dr. Escher stated that every new patient is a high risk patient and he did not feel the pill counts would be helpful.

The Committee elected not to add language regarding pill counts. 

Action taken: language approved with the last sentence amended to state - The physician shall monitor and document the patient’s compliance with controlled substance agreements, medication usage; related treatment plans; and indications of substance abuse or diversion at a minimum of three month intervals.

(e) Consultation
A motion was made and seconded to approve the draft language.

Dr. Stone suggested the Committee look at a non-branded talk by Cephlon (a drug company) regarding abuse and diversion.  

The motion carried unanimously. 

Action taken: language approved as written. 

(f) Drug Testing 
Mr. Tellechea explained this language came from the federal government’s DOT drug testing requirements.  He explained he tried to cover all avenues of drug testing in the language.  
Dr. Pomm stated there are three ways to collect urine:
1. the patient goes to a different location to provide urine

2. the urine is collected in the office and sent out to a lab for testing

3. the urine is collected and tested in the office using a CLIA waived testing kit

He explained the only requirement needed in the office is the temperature because the lab will test everything else.  

Dr. Silverman concerned about what DOT requires and what is actually going on in pain management offices.  He stated this portion of the rule needs to be rewritten because these steps are very time consuming.  
Dr. Escher agreed there is concern about how much time these steps take.  He stated the Committee should encourage these physicians to send the specimen out to a lab for testing.  
Mr. McPherson asked Dr. Silverman if he has a written recommendation for this section of the rule and suggested he submit the information to the Board office. 
Ms. McNulty suggested tabling this section until the next meeting to allow her and Mr. Tellechea to make some changes to the language based on some of the testimony.
A motion was made and seconded to table this matter. 

Mr. Beebe suggested a minimum set of drugs to be tested.

Dr. Escher stated a pain physician or the medical director could make that determination.  

Mr. Beebe stated he makes his comments based on the “bad” pain physician to try and eliminate some of the problems without effecting good clinicians.  He said his point is there is an entire industry that helps people around drug screens and provided the example of the ‘Wizinator’, a false penis device.  
Dr. Escher stated he could research this matter and provide some language to Mr. Tellechea along with a list of potential drugs to be tested. He also said hair sampling may be the way to go.  
The motion carried unanimously.  

Action taken: tabled until next meeting; Dr. Escher providing documentation; Mr. Tellechea and Ms. McNulty will revise the language 
(g) Patient Medical Records

Mr. Tellechea introduced the language and stated part 14 is optional language to be reviewed. 
Mr. McPherson explained the reasoning behind the optional language.  He stated that part of the issue is how to deal with the reported high volume of patients are coming from out of state to receive controlled substances and then driving/flying back to their state of residence.  

Dr. Escher reminded the Committee that Florida has a good proportion of patients who spend a portion of their time in Florida and the rest out of Florida.  He does not want to restrict those patients from receiving treatment while in Florida. 
Dr. Golden suggested including demographic information in the record in the history and physical and not on a separate page as indicated by the optional language. She stated she is cautious about signing her entire name due to the ease of forgery.  
Mr. McPherson explained that sometimes an investigator cannot read and determine who the physician is because the handwriting is poor or only initials are used in the record.  

Dr. Golden suggested striking signature, typing the name and including only initials.  

Dr. Silverman was opposed to the extra work required to document patients are from out of state.  He reminded the Committee that the controlled substances database will help with some of these issues. 
Dr. Cordner disagreed with keeping separate records for out of state patients.  He recommended striking the requirement for submitting a report.  
David Carpenter, a pain clinic owner, said physicians treat chronic pain and that type of pain should be handled by the patient’s primary care physician before they leave and come to Florida. 

Mr. Sloan stated he submitted two pages of written recommendations for treating out of state patients.  He agreed with Mr. Carpenter.  

Susan Poe, non-physician pain clinic owner, stated she found herself working at a pill mill and did not know what it was until then.  She said the Kentucky patients were not snow birds and they should not have been treated by a pain clinic.  
Victoria Estronza, owner of pain clinic in South Florida, states that good pain clinics will turn these types of patients away.  She said pain physicians are depending on the Committee to help address the problems. 
Mr. McPherson stated he thinks this is important data and does not feel it is onerous. 
Mr. Tellechea said this is good in concept and suggested rewording the language to exclude the snow birds.

Ms. McNulty suggested looking at the section on Data Collection and Reporting to include this as well. 

A motion was made, seconded and carried unanimously to table this matter to allow Mr. Tellechea to work on the optional language in paragraph 14.  
Mr. Beebe said he did not include referring physician’s name to be reported on a quarterly basis and asked if this should be added to the language.  
Action taken: tabled to allow Mr. Tellechea and Ms. McNulty to work on the language 

(h) Denial or Termination of Controlled Substance Therapy
Dr. Pomm suggested when referring to psychiatrist that the language state “addiction psychiatrist.”  He also suggested using drug screening in lieu of urine serum because other types of drug testing are used, such as hair tests.  He also expressed concern about discharging a patient due to a positive urine screen because there are false positive results.  He felt the physician should have some discretion to accept the report or to send the specimen out for confirmation.  
Mr. Tellechea stated Dr. Pomm is suggesting adding language regarding discretion.

Dr. Escher suggested tabling until the next meeting to allow time for Dr. Pomm to draft some points on this subject for the Committee to review.  

Dr. Pomm agreed and said he would work with Mr. Tellechea and Ms. McNulty.  He also added that abuse is different than diversion and the rule does not make that differentiation.  
Dr. Bearison asked him to include that in his work with the Board Counsels and Dr. Pomm agreed.

Dr. Pomm also stated, from the safety aspect, that tapering or discontinuation of controlled substance therapy may not be appropriate.  He said referral to a detoxification facility would be appropriate at this juncture because the pain physician has done all he can do.  

The Committee agreed to table this matter until the next meeting to allow Dr. Pomm time to work with Mr. Tellechea and Ms. McNulty.  
Dr. Cordner suggested adding “illegal” controlled substances to the first sentence.  He also suggested striking “and” to “or” because there might not be a board certified pain specialist who is also an addictionologist.  He also suggested adding language regarding the confirmation of the drug screens.  He said this will aid the physician in deciding how to proceed with the patient.  

Dr. Miguel stated a well trained pain physician can make a decision about how to handle a patient if the patient is addicted.  
Mr. Nuland reminded the Committee that the Board of Medicine does not recognize the specialty of an addiction medicine specialist.  He also said there are psychiatrists who are not able to treat addiction and suggested a psychiatrist primarily engaged in addiction.  

Dr. Miguel said point of care testing should be required prior to the issuance of a prescription for controlled substances. He said he would wait for confirmation of a false positive prior to giving the patient another controlled substance prescription.  

Action taken: tabled; Dr. Pomm will work with Mr. Tellechea and Ms. McNulty 

(m) Training Requirements 
Dr. Bearison reminded the Committee about the Broward County Grand Jury Interim Report which has recommendations specific to this area and he read them into the record (recommendations #8-11). 
Mr. Tellechea introduced the draft language and reminded the Committee that all of the criteria listed are not required, but one of the four would be required.  He stated Senator Aronberg has introduced a bill to prohibit pain clinics from being owned by any person other than a licensed physician.  He said if any member has comments on the bill to give them to him and he would get them to Senator Aronberg.  
Dr. Sloan urged the Committee to allow trained physicians to practice and not require board certification.  He would support being a diplomat.  
Dr. Miguel stated he is board certified by the American Academy of Pain Management and would not recommend including this organization as one the Boards will accept to demonstrate board certification.  He said the highest level of board certification is the American Board of Medical Specialties sub-specialty for pain management. He said the Committee must elevate the quality of the pain clinics and suggested requiring nothing less than a fellowship requirement.  He said there are 276 pain management fellowships nationwide.  He suggested allowing five years for physicians to complete a fellowship.  For the physicians not board certified that have been practicing pain management prior to this legislation, he suggested requiring specific documentation of training.
Dr. Cordner agreed with Dr. Miguel but suggested the Committee include “or” between each option so that it is clear.  He also suggested the CME include at least 6 hours in opioid treatment to include pharmacology education, patient monitoring and compliance.  
Paul Webster, Doctors Pain Management Associates, stated there should be an “and” between option 2 and 3.  He said it should be made more difficult for non-certified physicians and therefore the CME should be between 60-75 hours. He also said the American Academy of Pain Management is not currently recognized by the Boards of Medicine and Osteopathic Medicine. 
Dr. LeGrande, a primary care physician who practices some pain management due to her chronic pain patients, is concerned about the affect these training requirements would have on physicians like her.  
Mr. McPherson asked her if she advertises for pain management and if more than half of her patients receive controlled substances for pain management.  She denied both and he advised her that the law does not apply to her.  

Dr. Escher reminded Dr. LeGrande to control her patient population so that she does not treat more than 50% of her patients for pain management. He also reminded her that a physician who changes their specialty should go back and receive additional training in the new specialty area.  
Mr. Sherman stated board certification or fellowship trained in pain medicine is problematic.  He suggested adding neurology and physical rehabilitation as areas physicians can be board certified in to meet the requirements of this rule.  He explained both specialties have training in pain management. 
Dr. Escher suggested we determine the number of anesthesiologists, neurologists and physiologists who are board certified and licensed in Florida. 

Dr. Golden suggested using “or” between the options.  She also suggested adding the American Board of Pain Medicine to option one and to require the 50 hours CME every two years.  
Mr. Carpenter stated he has patients in his clinic that are self pay and some board certified anesthesiologists do not want to take such cases.
Mr. Nuland suggested, as an option for a grandfather clause, to include the following in option three: “three years of clinical experience prior to January 1, 2013 and 50 hours CME per biennium.  
Lenore Duensing, Director of the American Academy of Pain Management, addressed the Committee to clear up misconceptions about the organization.  She stated the organization has been in business for over 20 years but it is not a board certification agency.  She explained they do provide education particularly in opiate prescribing.  
Mr. Tellechea reminded the Committee a physician has the option of requesting a waiver of the rule if he/she does not meet the requirements of the rule.  
Dr. Miguel clarified there are only four residencies sponsored fellowships:
Anesthesiology

Neurology

Psychology 

Physical Medicine and Rehabilitation

A physician must complete a residency program in order to sit for the ABMS specialty examination.  

Dr. McCann expressed concern about the deaths in Florida and stated the Committee needs suggestions about how to stop the deaths.  
A motion was made and seconded to table this matter until the next meeting when all members are present and to allow interested parties to submit suggestions.  
Dr. Escher stated he is not in favor of CME because it may not be enough education for a physician to then go on and practice pain medicine.  

Mr. Tellechea suggested the Committee have a justification for why it will require board certification only so he can defend any rule challenges in this area.  

The motion carried unanimously.  

Action taken: Tabled until next meeting
Transcript ordered of this portion of the meeting (training requirements) for the members who were not present.  

Proposed Rule 64B8-9.0132, FAC – Requirements for Pain Management Clinic Registration; Inspection or Accreditation 
Mr. Tellechea introduced the proposed language and asked the Committee if the inspections should be unannounced.  Currently, inspections for office surgery are announced one week prior to the inspection.  He explained the reason for the announcement of the inspection is because surgeries are planned sometimes months in advance and showing up unexpected would interrupt the surgical schedule.  He did not think that would apply to a pain management clinic.  
Dr. Escher expressed concern that a legitimate pain clinic could see 30-40 patients per day and suggested a compromise of 72 hour notice of inspection.  

Ms. Estronza stated she felt unannounced visits would stop the deaths because the clinics are doing medication management not invasive procedures.  She also suggested stopping dispensing in the office.  
Dr. Golden stated unannounced visits would be disruptive to the office and it is reasonable.  She stated anyone running a pill mill would have a difficult time cleaning up and preparing for an inspection.  
Mr. Sloan said surprise inspections would demonstrate the real world situation.
Dr. Carpenter also agreed that unannounced inspections would allow the state to see what is really going on in the facility.  He also suggested level two background checks for all employees.
Dr. Bearison agreed and said a little bit of inconvenience is worth it to stop the deaths in Florida.  
A motion was made and seconded to approve the language with unannounced visits.  The motion carried unanimously.  
Action taken: language approved with unannounced visits 

Mr. Beebe stated he was impressed with the draft language written by Mr. Tellechea and Ms. McNulty.  

The meeting adjourned at 3:45 p.m. 
Minutes prepared by Crystal Sanford
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