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M E M O R A N D U M


TO:
Maine DUR Board




FROM:
Kim Rackleff 




DATE:
February 13, 2007

RE:
Maine DUR Board meeting minutes from February 13, 2007

The meeting was called to order at 6:00 PM by Laurie Roscoe at the Office of MaineCare Services, Augusta, ME.

	ATTENDANCE
	PRESENT
	ABSENT
	EXCUSED

	William Alto, M.D.  Dartmouth Family Practice
	X
	
	

	Jessica Oesterheld, MD, Psychiatrist. Spurwink and GHS
	X
	
	

	James Demosthenes R.Ph. Cigna
	
	
	X

	Laurie Roscoe, R.Ph., Anthem, Chair
	X
	
	

	Timothy Clifford, M.D., Family Practice, GHS
	X
	
	

	Mike Ouellette, R.Ph.  GHS
	X
	
	

	Julie Pease MD, Psychiatrist, Sweetser
	X
	
	

	Syd Sewall MD, Pediatrician
	
	
	X

	Andrew Cook, M.D. Psychiatrist (DBDS)
	 
	
	X

	Courtney Oland, R.Ph. Waltz Pharmacies
	
	
	X

	Laureen Biczak DO, Infectious Disease, OMS 
	
	
	X

	
	
	
	

	Non-Voting:
	
	
	

	Bruce McClenahan, OMS
	X
	
	

	Jude Walsh, Governor’s Office
	X
	
	

	Brenda McCormick, OMS
	X
	
	

	Lori Bond, GHS
	
	
	

	Intern, University of Rhode Island School of Pharmacy
	X
	
	


After calling the meeting to order, Ms. Roscoe announced that both Dr. Weiss’ and Reggie Gracie’s terms have expired and thanked them for their years of service.  Dr. Weiss thanked both Jude Walsh and Dr. Clifford for their commitment to and development of the DUR Board.

Guests and Guests who signed in and/or presented to the committee:

Name



Company





Speaker

Salome Juethner, NP
Bristol-Myers Squibb



Baraclude

Doug Newbola

Bristol-Myers Squibb



No

Steven Bempter

Amgen





No

Lisa Clark


Reckitt Benckiser




No

Julia Hoff


Novo Nordisk




No

Steve Gilligan

Novo Nordisk




No

Tom Madson


Eli Lilly





No

Bob McSparren

Bristol-Myers Squibb



No

Clara Beaulieu

Wyeth






No

Chris Gooley


Bristol-Myers Squibb



No

Molly Miller


OMJSA





No

Judy Kando


OMJSA





Invega

Rodd Collins


AstraZeneca





No

Tracy Wall


Merck
& Co.





No

Claudia Feeney

Sanofi-Aventis




No

Julie Foster


Merck






Januvia

Eric Boylestad

Janssen





No

Kevin Danielson

Pfizer






No

Arnie Journeay

Pfizer






No

Cathy Mullouly

Novo Nordisk




Levemir 

Boris Karolicki

Novo Nordisk




No

Public Speakers:

Salome Juethner, NP, Bristol-Myers Squibb – entecavir (Baraclude) Ms. Juethner requested that the Board consider adding Baraclude to the formulary without any restrictions.  Baraclude is used to treat chronic Hep B patients as well as co-infected HIV Hep B patients.  She stated that the AASLD published updated guidelines last month and that in those guidelines; Entecavir is a preferred treatment for Hep B   (https://www.aasld.org/eweb/DynamicPage.aspx?Site=AASLD3&webcode=ViralHepatitis).  Ms. Juethner also stated that there have been many trials and studies supporting efficacy but time did not allow for review of all the data contained in them.

Judy Kando, Ortho-McNeil  - Paliperidone (Invega) is a new oral atypical agent approved by the FDA on December 19, 2006 to fight schizophrenia in adults and is the major active metabolite of risperidone.  It is the only atypical antipsychotic using an osmotic controlled release system or OROS.  This provides precise, controlled release for up to 24 hours and lower peak to trough fluctuations which could lead to greater tolerability.  Dose titration is not needed.  Invega has been approved for a dose range of 3 – 12 mg and is available in 3mg, 6mg and 9mg strengths.  It is primarily renaly excreted.  Three double blind pivotal trials which included personal and social performance scales  (PANSS) were conducted demonstrating efficacy (http://www.invega.com/html/pinv/prescribe.jsp?). Weight gain was minimal and lipids remained neutral.  Invega is also competitively priced.  

Julie Foster, Merck & Co., sitagliptin (Januvia) was approved in October of 2006 for the treatment of Type 2 diabetes.  Ms. Foster stated that she has previously reviewed indications, dosing, clinical studies and efficacy studies and tonight she reviewed what Januvia means to MaineCare members. (http://www.januvia.com/sitagliptin_phosphate/januvia/hcp/pi/index.jsp?WT.svl=2) The 2003 National Committee for Quality Assurance provides that the % of patients with diabetes who have over 9% A1C levels is over 27% here in Maine. To prevent both micro and macro vascular complications, these patients need to be brought to goal.  More than 50% of MaineCare patients with diabetes also have a diagnosis of heart disease therefore co-morbidity is also a key issue.  Increased emergency room visits and inpatient care could explain why though only 7.2% of the MaineCare population has diabetes, this population accounted for 15% of the 2003 MaineCare payments. She reviewed the mechanics of action of Januvia.  Ms. Foster stated that Januvia works with 2 of the 3 key defects of Type 2 diabetes and when combined with Metformin, all 3 defects are addressed.  Because of this, in March of 2007 Merck will be launching the combination drug, JanuMet.  Demonstrating efficacy, results of therapy trials for Januvia were reviewed.  Overall side effects were reported in only 5% of the patients on Januvia.   Adverse effects reported were nasopharyngitis, URI and headache.  She reviewed cost effectiveness reporting that Januvia was slightly less than Actos or Avandia.  

Cathy Mullouly, Novo Nordisk – insulin detemir (Levemir) Ms. Mullouly provided a handout to the Board members.  Levemir is a long acting basal insulin with a unique design protracting its duration of action.  She provided clarification of the FDA approved label, stating that Levemir has the flexibility of allowing on-label use of once a day dosing and twice a day dosing, if and when needed. (http://www.levemir-us.com/patient/prescribing-information.asp)   Ms. Mullouly clarified that while once a day dosing is perceived to be the preferred option there are clinical and practical reasons to choose twice a day dosing.  She reviewed Klein, et als head to head investigation of the pharmacokinetic and pharmacodynamic properties of insulin Detemir and insulin Glargine in subjects with Type 2 diabetes which confirmed lower within subject variability with insulin detemir and showed no substantial differences in the shape of profiles, duration of action and dose response relationships. Levemir is indicated for the treatment of adult and pediatric patients with Type 1 diabetes age 6 and older and adult patients with Type 2 diabetes who require basal insulin for control.  She reviewed data from studies performed on pediatric populations which had recently been released (see attachment).  

Old Business:   
Minutes from the January meeting were reviewed.  The vote taken on Chantix at January’s meeting needs to be clarified.  As noted in the minutes, there were no votes taken for nays or abstainers and one member mentioned after the meeting that they did not vote affirmatively and that they did not see every other hand go up as an aye so this is the basis for the vote needing to be clarified.  Of those members at the February meeting, the vote was 4 – 2.  Votes from Board members present at the January meeting but not present at the February meeting will still need to be confirmed.  Dr. Weiss asked for clarification which Dr. Clifford stated that the vote taken in January still carries but there was a need for clarification.  The minutes were approved as written.

New Business:  

Renewal of Conflict of Interest Forms – Board members were asked to complete and return to Kim Rackleff, an updated Conflict of Interest Form which was provided in each member’s packet.  Dr. Clifford stated that the important thing is the definition of immediate family.  This includes spouse, parent, step-parent, sibling, child or step-child.  This requires some communication with family members.

Psych Work Group Monthly Update – Dr. Pease provided an update from the PWG.  The PWG had agreed upon a maximum dose of Geodon which had not yet been communicated to the Board.  The commendation is to require PA for doses above 160mg after which the dose can go up to 240mg as long as partial response at the 160mg after 6 weeks and submitting evidence of absence of a prolonged QTC interval.  Dr. Oesterheld stated that there is a needed for further clarification – is the QTC interval at the 160mg dose or at the new dose?  Dr. Pease stated that she believes it is 160mg because you can not get the 240mg without.  Dr. Oesterheld then asked if we also wanted to get the QTC at 240mg for safety reasons.  Dr. Weiss stated that he didn’t believe this was an issue and Dr. Oesterheld responded that it is because it is going above the recommended dosage.  The PWG has also begun looking at therapeutic duplication beyond the atypical antipsychotics. There was no evidence for the use of 2 SSRI’s.  There was no evidence beyond individual case reports for the co-prescribing of an SSRI plus an SNRI but they are waiting for data on how common this practice is in MaineCare.  There is no evidence for the co-prescribing of more than 1 tricyclic antidepressant at one time.  Also, the PWG is in the midst of discussions regarding co-prescribing of benzodiazepines and the “z” drugs as well as the co-prescribing of clonidine and guanfacine particularly in the pediatric psychiatric population.  Dr. Pease stated the PWG have approached the issue of polypharmacy in general but there are no specific recommendations on that.  The PWG is planning to have a discussion of differences in philosophies in a face-to-face meeting this month.  

Dr. Oesterheld suggested that Dr. Weiss be ad hoc chairman of a small committee which would help the DUR Board decide drugs that should not be co-prescribed because they prolong the Qtc interval.  

Suboxone – Dr. Clifford provided an update on the prior recommendation was to begin work on programming in an edit which would only allow the approved Suboxone prescribers to prescribe Suboxone without a PA.   This should be in place by the end of February.  If they are not an approved prescriber then the PA will be reviewed to determine why they are trying to get it.  Brenda McCormick added that this would be an educational opportunity as well.

Basal Insulin Analysis – As requested by the January Board meeting, Dr. Clifford presented two reports comparing Levemir and Lantus.  One report was an analysis by age group; the second broke out specialists (Endocrinologists/Diabetologists) to all other prescribers.  He reviewed the data contained in the reports and identified that even with the data segregated there is no significant difference between Levemir use and Lantus use.  One of the interesting things is that looking at the aggregate number for the specialists is that Levemir use is actually less than Lantus and for all other prescribers, Levemir is slightly higher.  This may be because the specialists are more conservative but we won’t know until there is more data.  What we do know is that there is no evidence of increased used of Levemir over Lantus.  Dr. Clifford presented a third report which compared the different dosing levels. He reviewed the different levels and how they were grouped.  Again, the preliminary data does not show much difference although more patients went down than up in basal insulin daily dose after the switch. The basal insulin analysis will be included in the next pharmacy newsletter mailing.  Brenda McCormick inquired about possibly looking at whether or not the patients Hgb A1C went up.  She would like to know whether or not these were outliers. Dr. Weiss stated that that may not be the drug.  Dr. Alto stated that he asked his colleagues and residents in the Maine-Dartmouth program if they have had any issues changing and they stated that they had no difficulties.  Dr. Clifford stated that diabetes is one of the 3 areas that the department wants to focus on and suggested we make this part of the larger project.

Drug-Drug Interactions – Dr. Oesterheld reviewed DDI’s and presented two lists to the Boards.  Noxafil and Darunavir-Ritonavir combinations (Prezista).  She reviewed those that were contraindicated which were highlighted in red. Her recommendation is to keep the list as simple as possible.  Dr. Weiss suggested including only the more commonly used drugs, Dr. Clifford checked utilization and pimozide and quinidine have consistent utilization.  Dr. Oesterheld added that we only had 4 members on Prezista.  How to construct the edit for the PA was discussed.  The Noxafil nonpreferred recommendation would use the DDI list to provide feedback to the physicians if one of the highlighted drugs is in the patient profile.  This was voted for unanimously. (After the meeting, Dr Oesterheld requested that her updated list of DDIs for Prezista be substituted and recommendations be reviewed.  The Prezista recommendation will be re-discussed at the March meeting). Warfarin will be addressed through another initiative after analysis is completed.  

Tyzeka – The Board did not vote on Tyzeka; will recommend taking another look at the PDL category.  In taking a look at the studies we can see that the histologic response has been very good in some of the studies compared to placebo but there is an issue with resistance and cross-resistance. Tyzeka, Baraclude and lamivudine have similar histologic response rates in HBe Ag + and – patients (about 69-72%) compared to Hepsera with 53-64%. Rather than making the drug nonpreferred what we would like to do that the next meeting is to prepare an analysis with lamivudine which is where most of the utilization is in order to see what kind of a niche there may be for this drug.

Closed Session:

Dr. Clifford reviewed confidential pricing information regarding Roche Pharmaceuticals.  He presented the information to the Board and will update them at the next meeting.

The meeting was adjourned at 7:40 p.m. The next meeting will be March 13, 2007 at 6 PM.




















