Draft Minutes

Boards of Medicine and Osteopathic Medicine 

Pain Management Clinic Standards of Practice

Joint Committee Meeting

Tampa Airport Marriott

Tampa International Airport

Tampa, FL 33607

(813) 879-5151

September 25, 2009 at 12:00 noon

12:00 pm Roll Call
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.

John Beebe, Consumer Member
Staff Present:




Others Present: 

Larry G. McPherson, Jr.,  Exec. Dir.
           Berryhill Court Reporting 

Kaye Howerton, Exec. Director

Ed Tellechea, Board Counsel

Donna McNulty, Board Counsel

Nancy Murphy, Paralegal

Crystal Sanford, CPM, Prog. Opr. Adm.

Christy Robinson, Prog. Opr. Adm.

Eulinda Smith, Public Information Officer

Mr. McPherson introduced Bob Garey, Bureau Chief of Investigative Services and two field managers, K.L Redfearn and Jeanne Clyne.  He then provided a summary of the meeting materials.
Tab 1 – Review and Approval of August 29, 2009 meeting minutes

A motion was made, seconded and carried unanimously to approve the meeting minutes.

Action taken: minutes approved.

Tab 2 – Discussion of Proposed Department Rule Language
SB 462, passed during the 2009 Legislative Session, requires the Department of Health to register pain facilities as well as perform annual inspections if the facility is not accredited by a national accrediting organization. The Boards have the task of creating the standards for those clinics.  Mr. McPherson explained that these are proposed Department rules and they are being presented for comment before the Department starts rulemaking. 
The Committee reviewed draft Rule 64B-4.005 – Pain Management Clinic Inspection Fee.  Mr. McPherson explained the Department may use a different type of inspection utilizing a medical doctor or osteopathic physician for a portion of the inspection and Department staff for the administrative portion of the inspection.  However based upon experience with the office surgery inspection program which has a $1,500 fee, a similar fee for a pain management inspection is a good estimate. 
A motion was made, seconded and carried unanimously to recommend support of draft proposed Rule 64B-4.005, FAC.

The Committee then reviewed draft Department Rule 64B-4.006 – Pain Management Clinic Registration Requirements, Fees.  Mr. McPherson confirmed that each clinic location must be registered separately.  

Mr. Tellechea advised that no inspection will be performed on a pain facility until such time as the standards for practice rules are in place.  He confirmed the $1,500 Department inspection fee would not be required at the time of registration if the standards for practice are not in place at that time.  

A motion was made, seconded and carried unanimously to recommend support of the proposed draft Department Rule 64B-4.006, FAC. 

The Committee reviewed the Department’s draft registration application. Mr. McPherson noted it does include the questions required pursuant to the recently enacted SB 1986.  

A motion was made, seconded and carried unanimously to recommend support of the Department’s proposed draft application. 

Action taken: Approved Rules 64B-4.005, FAC, 64B-4.006, FAC and the Department’s draft application package

Discussion Regarding Board Rules 
Mr. Tellechea reviewed the areas listed in SB 462 that require rulemaking by the Boards of Medicine and Osteopathic Medicine.  He reminded the Committee the bill did not grant the Board’s authority for rulemaking in the areas of advertising or ownership.  The areas to be addressed by the Committee include: 

· Facility operations 

· Physical operations

· Infection control requirements

· Health and safety requirements

· Quality assurance requirements

· Patient records

· Training requirements for all facility health care practitioners who are not regulated by another Board

· Inspections 

· Data collection and reporting requirements 

Facility Operations 
The Committee discussed various issues related to facility operations including discussion regarding materials submitted by national accrediting organizations.  
Pamela Baker, Director of Accreditation with the American Association of Accreditation of Ambulatory Surgery Facilities (AAAASF), addressed the Committee and advised that AAASF does not address facility operations in their inspections.  
Mr. Beebe suggested the Committee look at the standards set forth by some of the other accrediting organizations such as Commission on Accreditation of Rehabilitation Centers (CARF). 

Dr. Lage also suggested looking at the Louisiana Board of Medicine’s pain clinic registration rule. 

A motion was made, seconded and carried unanimously to recommend granting Mr. Tellechea and Ms. McNulty authority to review the documents mentioned and to draft a rule incorporating the standards from these entities for review at the next meeting.  
Action taken: Facility operations – extract standards from national accrediting organization and from the Louisiana Board of Medicine rule and incorporate into a draft rule for review at the next meeting 

Mr. Tellechea and Ms. McNulty were also asked to look at the document from the Department investigation office titled Observations during Dispensing Practitioner/Pain Clinic Inspections in formulating draft standards. 
Physical Operations

After discussion, a motion was made, seconded and carried unanimously to recommend granting Mr. Tellechea and Ms. McNulty authority to review the standards employed by the above cited entities under Facility Operations and to draft a rule incorporating their standards for review at the next meeting.
Action taken: Physical operations - extract standards from national accrediting organization and from the Louisiana Board of Medicine rule and incorporate into a draft rule for review at the next meeting 

Infection Control
Dr. Cline acknowledged the standards set forth by CARF in this area and should be included with Florida’s standards.  
A motion was made, seconded and carried unanimously to recommend granting Mr. Tellechea and Ms. McNulty authority to review the documents mentioned under Facility Operations and to draft a rule incorporating their standards for review at the next meeting.

Action taken: Infection control - extract standards from national accrediting organization and from the Louisiana Board of Medicine rule and incorporate into a draft rule for review at the next meeting 

Health and Safety Requirements 
After discussion, a motion was made, seconded and carried unanimously to recommend granting Mr. Tellechea and Ms. McNulty authority to review the documents mentioned under Facility Operations and to draft a rule incorporating their standards for review at the next meeting.

Action taken: Health and Safety Requirements - extract standards from national accrediting organization and from the Louisiana Board of Medicine rule and incorporate into a draft rule for review at the next meeting 

Quality Assurance Requirements 
Mr. Tellechea reminded the Committee there is reporting requirements for adverse incidents in Chapters 458 and 459, Florida Statutes.  He directed the Committee to his draft Rule 64B8-9.0131 and 64B15-14.012 – Standards of Practice for Physicians Practicing in Pain Management Facilities.  He asked them to review the portion related to quality assurance requirements and provide him with feedback.  
Dr. Rosenberg suggested adding drug addiction and/or abuse to the list of incidents which would require reporting.
Mr. Beebe suggested a tracking system that would include violations of pain management agreement and having the agreements made available to the inspectors.  
Dr. McCann expressed concern regarding the costs of such a system to the solo practitioner and how some of these standards may place a solo practitioner in non-compliance. 

Mr. Tellechea suggested asking a quality assurance expert to attend the next meeting to provide the Committee with suggestions.  

Dr. McCann suggested the quality assurance requirements be educational not punitive, not intrusive on the practitioners practice and to keep costs at a minimum.  

Ms. McNulty suggested that Dr. McCann take on the assignment of reviewing the quality assurance items and to narrow it down to those that would meet his suggestions.  He agreed to do this for the next meeting. 
Dr. Lage asked the Committee to take a look at the parameters for peer review outlined in the draft rule.  She suggested it be changed to have peer reviews every six months and an annual review of the entire peer process.  She also asked if there were enough individuals who performed quality assurance reviews available to the pain facilities.  
Teresa Flynn, Director of the American Academy of Pain Management addressed the Committee at this time and indicated they would be happy to assist the Committee in this area.

Dr. McCann agreed to lead the discussion on this topic at the next meeting and stated he did not believe an expert in quality assurance was necessary at this time.  

Patient Records 
Mr. Tellechea reviewed the draft rule regarding patient medical records with the Committee.  He indicated that documentation of the patient and establishment of the diagnosis should be included under this category.  
Mr. Beebe suggested medical records should contain information regarding patient risk assessment regarding the patient’s risk for abuse and/or addiction.  He indicated the booked released by the Federation of State Medical Boards entitled, Responsible Opioid Prescribing: A Physician’s Guide stated that patient evaluation should include functional aspects including social, recreational, vocational, sexual and sleep outcome profiles.  He also suggested daily pill counts.  

Dr. McCann stated the patient’s medical record should include a copy of the medication administration record.  

Dr. Escher stated the medical record should include a psychological assessment for physical and/or mental abuse.  

Dr. McCann suggested the Committee get away from using the term “contract” and use the term “patient agreement” instead since violations of a contract can be from the patient as well as the physician.  He stated if “agreement” is used and the patient violates the agreement, the physician is no longer required to treat the patient. 
Dr. Escher expressed some concern regarding daily pill counts and suggested that only be done when there has been a violation.  He is concerned that daily counts would impede access to health care. 

Mr. Beebe agreed and suggested daily pill counts for those patients identified as high-risk for abuse and/or addiction as well as those who violate the agreement.  
Dr. McCann suggested Dr. Escher bring a sample pain management patient record to the next meeting for review by the Committee.  He also suggested anyone in the audience could send a properly redacted medical record to the Board Office for inclusion in the materials for the next meeting. 

Dr. Lage suggested the use of the Current Opioid Misuse Measure (COMM) as an evaluation tool for determining whether a patient is at risk for abuse and/or addiction.  

Action taken: No further action was taken on this topic. 

Inspections
Mr. McPherson provided background on the Office Surgery Registration inspection process.  He indicated the Department inspectors take the Board’s rule and inspects the facility related to each item listed in the Board rules.  He stated if there is a significant deficiency, the Department would pursue emergency action.  He stated the deficiencies range from that down to minor deficiencies that are corrected and no disciplinary action is taken. Corrective action plans are used. The corrective action plan would reflect the items the facility was required to correct and what the facility did to correct those deficiencies.  He also agreed with Dr. McCann’s suggestion that the dispensing inspections be incorporated with the pain clinic facility inspections. 
A motion was made, seconded and carried unanimously to recommend granting Mr. Tellechea and Ms. McNulty authority to draft the pain clinic inspection rule language similar to the office surgery inspection rules and to bring the draft language to the next meeting for the Committee’s review.  
Action taken: Mr. Tellechea and Ms. McNulty directed to draft a rule incorporating the language from the office surgery inspection rule.  

Data Collection and Reporting 
Dr. McCann asked who the facilities would be reporting to and suggested that when the controlled substance database was in effect, it could be used as the reporting requirement.  
Mr. Tellechea explained that Boards collect data to determine if the current rules are appropriate or if they need to be changed in response to trends indicated by the data collected. 

Mr. Beebe stated that all encounters should be reported as well as the adverse outcomes.  He explained that having both pieces of this information will allow the Board’s to determine if a real problem exists.  He further explained it could be electronic reporting once the Board’s determine the reporting fields. 

Ms. Robinson indicated that tab 8 contained the data collected by the Agency for Health Care Administration (AHCA) from hospitals and ambulatory surgery centers. 

Dr. Bearison stated the actual specific reason for the agreement violation should be reported. 
Dr. Lage suggested information be obtained regarding race and gender so the Boards could collect data on racial disparities.  
Dr. Escher disagreed with that suggestion because the Boards of Medicine and Osteopathic Medicine are not in a position, like the Department of Health, to deal with public health issues such as racial disparities.  

Mr. Beebe stated that AHCA has been collecting that type of data for years.  

Dr. McCann agreed with Dr. Escher and suggested the Committee confine the requirements to the specific requirements of the pain clinic registration law and not make it any more difficult for the physicians. 

Mr. McPherson suggested data collection be related to the number of patients and the number of prescriptions written.  

Dr. Bearison agreed and added the number of providers in the facility.  

Mr. Tellechea asked if that data was going to be obtained from the inspectors or someone else and how often should the data be collected.  

Mr. Beebe stated it was a must to measure in order to manage.  

Dr. Bearison suggested Mr. Beebe take on the assignment of looking at specific requirements for data reporting taking into account the solo practitioner.  

Mr. Beebe accepted the assignment.  

Dr. McCann suggested looking at the methods for reporting as well as the costs. 

Dr. Rosenberg asked how long reporting will be required and if this is something that will sunset in a year or two.

Mr. Beebe suggested including sunset language in the rule and thought 1-2 years would be appropriate for the Committee to get a handle on the rules.  

Training Requirements
The Committee expressed concerns about the training requirements as far as when the training should be obtained and if a “grandfather clause” should be included in the rules.  They also had concerns about physicians being required to be board certified when there are good physicians practicing now that do not have board certification.  
Mr. Tellechea pointed out that no other area requires board certification and that he would need justification and data to support requiring board certification.  

Dr. Rosenberg suggested the rule require Board Certification or training in pain management.
Mr. Tellechea stated the Committee could recommend that but a time period for obtaining the training would need to be included in the requirement.  

Dr. Escher suggested requiring hospital privileges because the hospitals require board certification in the area in which the physician is practicing, but gives the physician 5 years to obtain the certification.  
Mr. McPherson read the current training requirement for the Office Surgery Program but read it as it would be associated with pain management clinics. 

Dr. Lage stated physicians could also submit petitions for waiver or variance if they do not meet the rule’s training requirements.  

Ms. McNulty asked the Committee to differentiate between training requirements for the medical director or responsible physician and the rest of the staff at the clinic.  
Dr. Rosenberg suggested the medical director or responsible physician be required to have board certification and then he/she would oversee the rest of the staff who might not have the board certification.  However, he stated, in the case of the solo practitioner that would require the solo practitioner to be board certified. 
Mr. Tellechea reminded the Committee that board certification is not only through the American Board of Medical Specialties but also those organizations approved by the Board. 

Dr. Cline expressed concerns regarding board certification stating he felt it would limit access to health care and it does not necessarily reflect patient safety. He suggested the rule state board certification or equivalent training as established by the Board.  

Dr. Rosenberg suggested using the criteria necessary for board certification as the equivalent training so that physicians have exposure to legitimate training.  

Dr. Bearison suggested specifying board certification and training in pain management and/or internal medicine.  

Ms. McNulty stated the rule would need to include the number of hours of equivalent training.  

Dr. Escher suggested 50 hours per year since that is what he is required to maintain his board certification in pain management.  

A motion was made, seconded and carried unanimously to recommend drafting training requirements similar to those outlined in the Office Surgery Program and to present at the next meeting. 
Dr. McCann stated he did not like the use of “comparable” as it is used in the Office Surgery Rule related to the equivalent training.  

Mr. Tellechea stated he would use the number of hours in lieu of “comparable”.  

The Committee expressed desire to have information regarding the types of complaints received related to pain clinics.  They felt this information would be helpful in understanding the types of training pain management physicians who have been disciplined have had in the past.  

Ms. Sanford indicated she did a similar report for the Board of Medicine a few years back and would be happy to do the same analysis again if necessary. 

The Committee then addressed the training of other staff in the pain clinic facility and Mr. Tellechea reminded the Committee that Physician Assistants (PA’s) and Anesthesiologist Assistants (AA’s) were not permitted to prescribe controlled substances.  
After discussion, a motion was made, seconded and carried unanimously to recommend using the same requirements for physicians in the pain facility as required for the medical director or responsible physician.  

The Committee then discussed when the training requirements should be effective.  Mr. Tellechea stated the training requirements could be effective when the rule becomes effective, he could include an effective date within the rule or the Committee could indicate a time specific time frame within the rule, such as one year. 

Dr. Rosenberg suggested waiting until the rules are drafted before making that decision. 

Mr. Beebe suggested Mr. Tellechea go ahead and include a time frame clause in the draft that can be tweaked at the next meeting. He said he felt Dr. Escher’s suggestion of 50 hours per year would take 12-18 months to complete.  

Mr. Tellechea said he could include a “grandfather clause” but recommended against this because it would allow potential dangerous physicians to continue practicing.  

Dr. McCann also expressed concern about having to complete the normal CME requirements plus an additional 50 hours related to pain management.  He felt this requirement would increase costs for physicians.  
Mr. Beebe stated it would also drive up quality which would be a good thing.  
Action taken: training requirements for medical director/responsible physician same as for the rest of the physicians in the clinic; draft language similar to that in the Office Surgery Program and bring to the next meeting. 

Dr. McCann asked if we could require a course in opiate prescribing.  

Mr. Tellechea stated the Committee could require the course and would need to indicate the number of hours.  He stated that companies would step up and create such a course if there was a need for it.  

Dr. Lage stated she felt that CME courses were not always helpful and it would be good if the course could include a skills based, interactive portion so that it is not just lecture. 

Dr. Bearison welcomed Ana Viamonte Ros, M.D., MPH, State Surgeon General, who arrived at the meeting.  She thanked the members for their service and for attending the Chair’s Meeting scheduled for the following week.  She commented on the importance of the work of the committee and how the Department can support such work by identifying the most important patient safety issues that the Department should focus resources on.  
Accreditation

The Committee was asked which accrediting organizations they approved to be included in the rule.  Mr. McPherson asked if the members felt the national accrediting organization should be looking at our rule when inspecting Florida pain facilities.  He indicated he would send a letter to the various national organizations clarifying that point.  He then provided the Office Surgery Program inspection statistics:

341 registered offices


179 inspected by the Department


162 accredited by national organizations 

Dr. Cline stated he was concerned about costs for a multi-physician facility versus a solo practitioner.
Mr. Tellechea reminded Dr. Cline this was the physician’s choice – the facility could either be nationally accredited or pay the $1,500 to be inspected by the Department.  

Dr. McCann suggested requiring the facility be inspected by the Department the first year then the facility could be nationally accredited. 
Mr. Tellechea stated that law did not allow that because it specifically states the facility could be either nationally accredited or inspected.  

Dr. McCann stated the law also gave the Boards the authority to approve those national accrediting organizations.  
Mr. Tellechea suggested staff conduct an analysis of the various national entities and based on the data, the rule could be developed based on the facts and not just accredit an entity because it was accredited before for a different purpose.  

Action taken: no further action on accreditation at this time; staff will conduct an analysis of the accrediting organizations to be presented at the next meeting.  

Tab 3 – Discussion of Future Meeting/Workshop Dates 
After discussion, the Committee selected the following dates and locations:
November 21, 2009 in Orlando at 10:00 am

December 19, 2009 in Tampa at 10:00 am

The Committee members also asked that signatures not be required for Federal Express packages. 

Mr. McPherson and Ms. Howerton joined in recognizing Ms. Christy Robinson, Board of Osteopathic Medicine office and Ms. Sanford Board of Medicine officer and their staff for putting the materials together for this meeting.  They also thanked Mr. Tellechea and Ms. McNulty for creating a draft rule to start discussions.  

The meeting adjourned at 4:02 p.m. 
Minutes prepared by Crystal Sanford
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