M E M O R A N D U M


TO:
Maine DUR Board




FROM:
Kim Rackleff 




DATE:
February 12, 2008

RE:
Maine DUR Board meeting minutes from February 12, 2008

Laurie Roscoe called meeting to order at 6:00 P.M.  Laurie Roscoe announced a change in her position. Next month, the Board will vote for a new chair.  Bob Carroll is coming back to committee as of next month. 

	ATTENDANCE
	PRESENT
	ABSENT
	EXCUSED

	William Alto, M.D.  Dartmouth Family Practice
	X
	
	

	Jessica Oesterheld, MD, Psychiatrist. Spurwink and GHS
	X
	
	

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

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

	Mike Ouellette, R.Ph.  GHS
	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, GHS
	X
	
	

	Lisa Wendler, Pharm. D., Clinical Pharmacy Specialist, Maine Medical CTR
	X
	
	

	Non-Voting:
	
	
	

	Dr. Rod Prior, Medical Director, OMS
	X
	
	

	Bruce McClenahan, OMS
	
	
	X

	Jude Walsh, Governor’s Office
	
	
	X

	Brenda McCormick, OMS
	X
	
	


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

Name



Company




Speaker

Paul Fanikos


Boehringer-Ingelheim

Art Davis


Boehringer-Ingelheim

Dick Skeffington

AstraZeneca

Bob McSparren

Bristol Myers-Squibb



Brenda Drake


Novo Nordisk

Justin Carter


Sanofi-Aventis

Shannon Levin

TAP

Julie Baker


TAP

Paige Narde


King Pharmaceuticals

Geoffrey Gallo

AstraZeneca

Eric Boylestad


Janssen

Tom Algozzine

Pfizer





Chantix

Kevin Danielson

Pfizer

Scott Mosher


GlaxoSmithKline

Arnie Journeau

Pfizer

Terry Milton


Eli Lilly

Public comments:

Tom Algozzine, Pfizer - Chantix Mr. Algozzine addressed the Board by first making a few comments on Selzentry (mariviroc) a new antiviral agent for the treatment of HIV in combination with other antivirals who have evidence of viral replication and HIV strains resistant to multiple other antivirals.  HIV resistance is growing nationally and there is upward of 13% of patients affected nationally.  It is a CCR5 co-receptor antagonist.  It received accelerated approval from the FDA.  Selzentry blocks the binding of the HIV virus CCR5 and HIV-1 gp120 and therefore prevents CCR5-tropic HIV-1 entry into the cell-healthy cells are prevented from being infected by the virus.  It requires a one time testing of tropism type. Use of SELZENTRY is not recommended in patients with dual/mixed or CXCR4-tropic HIV-1. There is a box warning for hepatotoxicity.  It could be preceded by evidence of a systemic allergic reaction (e.g., pruritic rash, eosinophilia or elevated IgE.   Selzentry should not be used in patients with increased risk of cardiovascular events or liver disease.  Mr. Algozzine listed the most common side effects that include cough, pyrexia, upper respiratory tract infection, and rash, among others.  It is metabolized by the CYP3A4 enzyme and doesn’t inhibit or induce the enzyme.  Agents that are known inhibitors or inducers may require dose adjustments.  There is a very small HIV population in MaineCare; he estimated 600 MaineCare patients.   Dr Prior confirmed that and added that there are 1100 known cases in the state.   Mr. Algozzine estimated that about 20% of those are on combination drugs.  Selzentry is only for people who have already been on 3-4 therapies and have a failure of that therapy.  Out of that, only 50-60 % would be the right tropism type or about 60-70 patients and that’s assuming everyone has failed therapy.  Dr. Prior asked what the relative cost of therapy is for this drug Dr. Biczak stated that it’s relatively comparative and also relatively expensive. Treatments that bust the budget need to be under stood very well.  Mr. Algozzine then briefly discussed Chantix and the change of an added warning to the label regarding neuropsychiatric symptoms occurring in some patients.  Some data was sent to Dr. Clifford earlier.  He distributed copies of a letter, which was sent out to healthcare professionals.  Mr. Algozzine also handed out an invitation to a web conference.  There were no questions for Tom.  

Selzentry - Dr. Biczak   The draft PA form for Selzentry was reviewed.  HIV specialist needs to be consulted.  The patient needs to 16 years of age or older.  Dr. Biczak then reviewed the diagnostic criteria that would need to be met.  Patient has a viral load greater than 5000 copies/ml.   Dr. Biczak recommended some changes including for people who have been proven that there are no effective therapies and do not have to be on therapy.  Motion made to approve PA for Selzentry with changes. Vote unanimously.

Isentress (raltegravir)– Dr. Biczak reviewed the new drug review for Isentress along with the proposed PA.  It is dosed twice daily.  There is limited data available.  The recommendation was for clinical pa with criteria for approved condition.  The diagnostic criteria listed on the PA form were reviewed.  Dr. Alto noticed it is not limited to children over 16.  Dr. Biczak agreed that it should be limited to over 16.  Motioned made and voted unanimously

Old Business

Minutes – Dr. Oesterheld stated the BMS rep hadn’t reported akathesia results accurately and will provide Kim Rackleff with the changes.  Minutes approved with changes to be submitted.

PWG - No meeting

Chantix - Report on Chantix The discussion centered on the new warning relating to neurospychiatric symptoms.  Does committee want to keep this on the radar was the question posed by the Chair.  Dr. Oesterheld stated that on the Maine psychiatrists’ list-serve psychiatrists are reporting how many people they have actually seen with this symptom.  Dr. Prior asked about its prevalence. Mr. Algozzine stated that we don’t know what the denominator is to come up with prevalence.  He stated that Pfizer is supporting FDA, and Pfizer will supply as soon as they have it.  A suggestion was made to put in place a PA prohibited who have a history of schizophrenia and bi-polar.  Dr. Clifford added that Brenda McCormick had asked the DUR to take a close look at Chantix as to efficacy.  He stated that the pharmacy claims data is limited.  Different ways to look at the data and what data should be reviewed were discussed.  For next meeting, we will come up with an approach to pharmacy data and will bring some ideas back to March meeting.

The Ezetimibe and Simvastatin in Hypercholesterolaemia Enhances Atherosclerosis Regression (ENHANCE) study. The trial looked at Vytorin, which is mixture of simvastatin and Zetia.  Vytorin was shown to be no more effective than simvastatin alone in reducing intima-media thickness in the carotid artery.  Currently, Vytorin is preferred and Zetia is non-preferred on the MaineCare PDL.   A representative from Merck/Schering-Plough approached the Board.  He referred to a positive study of Zetia that has not yet been presented.  He also pointed out that the ENHANCE couldn’t show regression nor progression in vessel thickness because the study was completed on high-risk patients. He mentioned 2 other studies in progress -which are 4 years and 1.5 years currently.  Dr. Clifford stated that a couple of physicians had questions as to whether PDL will change based on report.  The Board agreed that they would keep it on radar.

Sanctura XR – Dr.Clifford  This is the once a day version of Sanctura, which is already preferred.  We can automatically make it preferred because it’s a line extension but we wanted to bring it to the committee to make sure there were no clinical issues.  A supplemental rebate made it cost neutral.  No vote needed.

Opana ER – Dr. Clifford -One of things we wanted to include was a crosswalk on how to convert the Opana ER over to the Oxycontin.  Dr. Clifford stated that 10 mg of the Opana ER is equal to 20 mg of the oxycontin.  The reason why we want to keep an eye on it is because what has happened to oxycontin in the past.  Do we want to keep the devil we know or do we want to bring Opana ER into play.  The biggest clinical concerns are that taking it with alcohol dissolves the coating, and as Dr. Prior stated, it has a high potential for abuse.  He asked if there was any reason to prefer one to the other.  Dr. Alto added that he couldn’t see why we would want this drug around especially since you can chew it.  The recommendation was to make it nonpreferred behind Oxycotin.  Motion was made and voted unanimously

Seroquel XR – Dr. Oesterheld reviewed two abstracts to show that the XR formulation of Seroquel is not a great step forward from the IR formulation.  One study showed only 15% of the patients couldn’t be switched from Seroquel-IR from twice a day to once a day.  The other showed there would be increased compliance with the XR formulation.  Dr. Clifford stated there is no cost difference between the two and therefore no reason to object to the XR formulation.  Dr. Clifford pointed out that Part D claims data show a fair amount of IR and XR being used at the same time and we show carefully look at these.  Dr. Alto asked if the drug was about to go generic. Dr. Clifford said not for a couple of years. 

Maine OTC - Mike Ouellette   Currently under the PDL, OTC’s are wide open but the Feds are fining states heavily for covering drugs which are not rebateable.  There is a draft version posted on the web.  This means that a lot of the OTCs that pharmacies have been using will be rejected.  Mr. Ouellette had a sample version of the list, which will be passed around during the dinner break.  Some PA requirements will still exist.  This list will be published every quarter that will contain the NDCs.  One issue is with ferrous sulfates. Currently there are only 2 NDCs that are rebateable and there are no ferrous gluconate.  Ms. Roscoe asked if this would be a system change to which Mr. Ouellette responded yes. This will go live February 28, 2008.

Meeting adjourned at 7:05 p.m.

Next meeting scheduled for March 11, 2008 at 6:00 p.m.

