DRAFT MINUTES

NEGATIVE FORMULARY COMMITTEE

ORLANDO AIRPORT MARRIOTT

7499 AUGUSTA NATIONAL DRIVE

ORLANDO, FL 32822

(407) 851-9000

SEPTEMBER 26, 2009
10:00 A.M.

10:03 am Roll Call

Members Present:



Not Present:

Gary Winchester, M.D.


None 

Steve Melvin, PharmD

Elisabeth Tucker, M.D.

Cynthia Griffin, PharmD

Jason Rosenberg, M.D.

Lorena Risch, Board of Pharmacy Consumer Member 
Staff Present:




Others Present: 

Rebecca Poston, RPh, Exec. Dir.

Larry McPherson, Jr., J.D., Exec. Dir.
American Court Reporting 

Ed Tellechea, J.D., Board Counsel

Diane Guillemette, J.D., Board Counsel 

Crystal Sanford, Prog. Opr. Admin.

Maxine Wenzinger, Admin. Assist. II

Dr. Winchester opened the meeting. 

Tab 1 – Approval of Meeting Minutes from the June 20, 2007 meeting 

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

Action taken: minutes approved 

Tab 2 – Elections 

A motion was made and seconded to nominate Dr. Winchester for Chair.  After nominations closed, the motion carried unanimously.  

A motion was made and seconded to nominate Dr. Melvin for Vice Chair.  After nominations closed, the motion carried unanimously.  

Tab 3 – Presentations by Mylan Representatives 
William E. Williams, Esquire, addressed the Committee on behalf of Mylan Pharmaceuticals.  Mr. Williams gave a presentation to the members in support of removing Levothyroxine Sodium from the Negative Drug Formulary thereby allowing substitute with a generic version of the drug.  His discussion centered on Levothyroxine Sodium being clinically therapeutically equivalent and substitutions would not cause patient harm.  
Marvin Meyer, Ph.D., also with Mylan Pharmaceuticals, provided a presentation to the committee members.  Dr. Meyer provided a history of this medication including FDA test results.  He concluded by stating that all generics of Levothyroxine Sodium have been found by the FDA to be a safe and effective substitutions and demonstrate consistent potency and bioavailablility.  
Greg Burkhart, M.D. addressed the Committee and also provided a presentation.  His discussion also centered on Levothyroxine Sodium and it’s generic equivalence.  He also supports the removal of Levothyroxine Sodium from the Negative Drug Formulary.  
Robert Richards, M.D. addressed the Committee.  He indicated he practices at the Louisiana State University, but has an interest in this particular subject area which brought him to the meeting.  He discussed his personal experience using the generic products of Levothyroxine.  He stated he had no problems with his patients using the generic version and indicated the problem is with changing from one drug to another whether it is from a brand to a generic or a generic to a generic.  He stated when that happens, he must bring the patient in for re-titration and possible adjustment of the medication.  
Tab 3 – Presentations by Abbott Representatives 
Neal Parker, Esquire, representing Abbott Pharmaceuticals, addressed the Committee.  Mr. Parker, in favor of leaving Levothyroxine Sodium on the Negative Drug Formulary, indicated there are many factors that interfere with absorption of this medication including whether the patient took the medication on an empty/full stomach, the time of day the patient takes the medication, interaction with other medications that patient takes and changes in the formulation of the drug.  He stated his physicians educate the patient about the factors they have control over, but they do have control of the formulation of the medication and therefore, the medication should stay on the Negative Drug Formulary.  

Mr. Parker went on to state that the medical community supports leaving this drug on the formulary.  He opined that the FDA testing regarding this medication is controversial.  He further reiterated that changing the medication from one to another is what increases the variables that place patients in harm.  
Michael Glazer, Esquire, also representing Abbott Pharmaceuticals, addressed the Committee next.  He explained that Florida is not an Orange Book state, but the Orange Book indicates generics of Levothyroxine Sodium are “A” rated.  The Orange Book lists approved drug products with their therapeutic equivalents.  However, since Florida is not an Orange Book state, Florida has the Negative Drug Formulary and that is what makes Florida different than the other 48 states that allow substitution.  
He also pointed out that costs are increased when a patient has to be re-titrated due to variations in the drug formulation.  

Mr. Glazer also addressed the FDA testing and advised that a Citizen’s Petition was submitted to the FDA and Abbott submitted a petition for reconsideration.  It was found that there is a 12 ½% variation from Levothyroxine Sodium to the generic versions of the medication.  

Dr. Tucker asked if there was a study related to the variations from one generic to another.
Mr. Glazer indicated no such study exists to his knowledge.  

Dr. Tucker then asked if pharmacists could substitute, currently, one generic for another. 
Mr. Glazer confirmed that they could. 

Elliott Levy, M.D. provided a presentation to the Committee members.  His presentation centered on the results of a pharmacovigilence study of reported incidence of adverse effects associated with Thyroxine substitution.  He provided the background information on the study and the results.  He indicated that the TSH must be monitored by physicians and in his study the TSH results were not consistent.  
He also performed research by calling his local pharmacies to see the costs differences.  He indicated in those he called no more than a $10 difference.  He agreed with a prior speaker that every time a medication is changed, the patient must be re-titrated and there was a cost of $140 associated with re-titration.  

Dr. Levy reiterated there are no concerns as long as the patient stays on the same medication.  He stated that even if the committee voted to remove Levothyroxine Sodium from the Negative Drug Formulary, physicians can still write “medical necessary” on the prescription form and the pharmacist cannot substitute a generic.  To avoid problems during the 15 months that generics could be given in Florida, he advised his patients to take the substituted drug and come back in 6 weeks to be re-titrated or insist the pharmacist give the patient the brand name drug.  
Victor Roberts, M.D. addressed the Committee members in support of the medication remaining on the formulary.  

Dr. Winchester left at 12:40 p.m. and Dr. Melvin chaired the remainder of the meeting.  

Dr. Roberts stated that physicians must test TSH and not just listen to the patient’s symptoms.  He stated that small changes in the formulation of the medication can have great affects on the patient including cardiac problems and osteoporosis as well as risks to pregnant and elderly patients.  He reiterated that the issue is switching medications which should not occur without the patient being re-titrated.  

Michael Ayotte, Rph, representative from CVS Caremark, Inc. addressed the Committee next.  He was present only to answer any questions the members may have regarding the dispensing of this medication by pharmacists.  He stated the costs for medications could be found on the Attorney General’s web site and that he agreed there was no more than a $10 difference in co-pays for the medication.  He also reiterated that pharmacists would not substitute a generic if the words “medical necessary” were written on the prescription.  He stated that their adverse events are reported to their internal QA department, but there have been no adverse events related to Levothyroxine Sodium or its generics.  
Gordon Johnston, representing the Generic Pharmaceutical Association, provided a presentation to the Committee.  He provided additional information regarding FDA’s testing of Levothyroxine Sodium. He also explained the process to become an “A” rated medication in the Orange Book and the meaning of therapeutic equivalence.  He supported leaving Levothyroxine Sodium on the Negative Drug Formulary.  
Ms. Guillemette asked the Committee if any member had a conflict that needed to be addressed. 
Ms. Risch advised that her son-in-law was an attorney with the Gray Robinson Law Firm which represents Mylan and she has stock in Abbott.  She went on to state that neither would influence her vote and that she could be objective.  

Dr. Tucker made a motion which was seconded by Dr. Griffin to recommend removal of Levothyroxine Sodium from the Negative Drug Formulary on the basis of the FDA testing which shows no inequality between the brand and the generic version of this medication.  
Dr. Melvin asked that each member comment before the vote. 

Ms. Risch stated she supported the motion.  

Dr. Griffin stated that the problem seems to exist with switching between medications and therefore, also supports the motion. 

Dr. Rosenberg stated he agreed with Dr. Griffin in the absence of any data to support leaving the medication on the formulary. 
Dr. Tucker had no additional comments to that made as part of her motion. 

Dr. Melvin stated there are no adverse incident reports or data that supports removing this medication would result in patient harm.  He believes by removing it, costs will be reduced for the patient and the physician can always write “medical necessary” if he/she does not want a generic being dispensed to he patient.  

The motion carried unanimously.  

Mr. Tellechea reminded the Committee the recommendation would be presented before the respective Boards for a final decision.  He stated the Board of Medicine would hear the report at their meeting on October 2-3, 2009 and the Board of Pharmacy would hear the report at their meeting on October 13th.  Mr. Tellechea also stated once both Boards approved, they would enter into the rulemaking process to remove Levothyroxine Sodium from the Negative Drug Formulary.  

Mr. McPherson thanked Ms. Poston and Ms. Sanford and their staff for getting the materials together for this meeting.  He also thanked Mr. Tellechea and Ms. Guillemette for their review of the materials and their preparation for this meeting..  

The meeting adjourned at 1:25 p.m. 

Minutes prepared by Crystal Sanford
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