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M E M O R A N D U M


TO:
Maine DUR Board




FROM:
Kim Rackleff 




DATE:
March 13, 2007

RE:
Maine DUR Board meeting minutes from March 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/GHS
	
	
	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
	
	
	


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

Name



Company





Speaker

Bruce Grothen

Merck & Co





Zolinza

Tracy Wall


Merck
& Co.





No

Stacy Feeney

Cephalon





No

Arnie Journeay

Pfizer






No

Tom Madson


Eli Lilly





No

T. Milton


Eli Lilly





No

Bob McSparren

Bristol-Myers Squibb



No

Doug Newbold

Bristol-Myers Squibb



Baraclude

Todd Grisco


Schering-Plough




No

Carl Pepe


GlaxoSmithKline




No

Ann Harris 


GlaxoSmithKline




No

Terry Lee


Gilead






No

David Poule


Gilead






No

Rodd Collins


AstraZeneca





No

Laurie Sinofsky

AstraZeneca





Seroquel

James Kokoszyma

Allergan





No

Clara Beaulieu

Wyeth






No

Eric Boylestad

Janssen





No

Public Speakers:

Bruce Grothen, Merck & Co., vorinostat (Zolinza)  is the first histone deacetylase (HDAC) inhibitor which is indicated for cutaneous manifestations in patients with cutaneous T-cell lymphoma,(CTCL) <a form of non-Hodgkin’s lymphoma> who have progressive, persistent, or recurrent disease on or following two systemic therapies.   Mr. Grothen is aware of only 3 patients in the State of Maine who might benefit from this drug.  The median age is generally in the sixties.  It is a very rare condition.  The only agents currently indicated for this disease are Targretin (bexarotene) and Ontak (denileukin diftitox), the first is oral and second is IV.  HDAC controls the opening and closing of DNA.  Excess amounts of the enzyme prevent activation of the genes that control normal cell activity.  Two studies were conducted on 107 patients.  The response rate was about 30% for heavily pretreated patients of which the median was about 3 therapies up to 12.  Most of the disease was stage 2B or greater.  The duration of response exceeded 6 months.  The patient stays on the drug as long as they are responding.  Dosing is 400mg, QD taken with food. The dose can be modified and titrated based on profile.  The most common side effects are nausea, fatigue, squamous cell carcinoma or alopecia.  Packets have been sent to all providers.  Dr. Oesterheld asked how significant a QTc prolonger is the drug?  He responded that most were Grades 1 or 2 QTc prolongation.  There were 3 patients in the study which were not necessarily drug related but based on that they do recommend an EKG at baseline and then follow up as needed.  Dr. Oesterheld also asked what other HDAC inhibitors are there beside valproic acid.  There are others being studied but none on the market.  Dr. Clifford asked how long would it take to confirm nonresponsiveness to the two systemic therapies?  Mr. Grothen stated that there are no criteria as to what is and what not a responder is but generally speaking 6 months seems to be the common denominator as to how long they are able to stay on current therapies before progressing.  Mike Ouellette inquired about other labs required.  Merck recommends glucose monitoring, electrolytes, CBC and chemistry tests.  Hydration needs to be monitored due to diarrhea.

Doug Newbold, Bristol-Myers Squibb entecavir (Baraclude)  This was a follow up presentation from BMS to address a revised packet insert approved by the FDA in February, 2007 which contains 96 week data analysis.  Baraclude was deemed to be superior to Lamivudine in reducing viral load in HBeAg negative and HBeAg positive and in refractory patients.  It was superior in normalizing ALT in all 3 patient types.  Histologic improvement was also achieved based on Ishak Fibrosis Score.  The patients included in the 96 weeks were those that were considered not complete responders after 48 weeks.  Mr. Newbold reviewed the results of that study and those results are contained in the package insert which he provided Board members with a copy of.  He requested that the state remove the PA in place for Baraclude. 

Laurie Sinofsky, quetiapine fumarate (Seroquel)  Seroquel is now indicated for the treatment of bipolar depression.  Two 8 week studies of subjects ages between 18 and 65 using the Montgomery-Asberg Depression Rating Scale (MADRS) and hs dosing were reviewed. Side effects include dry mouth; weight gain was mild to moderate, 1 -2 kg of weight gain, lipid parameters were in normal range. 

Old Business:   
Dr. Clifford stated that the Chantix vote had been clarified and the outcome remains unchanged.  Chantix will be available through PA after failure of existing products. Minutes from the February meeting were reviewed and approved as written. 

New Business:  

Psych Work Group Monthly Update – Dr. Oesterheld provided an update from the PWG.   A face to face meeting was conducted on February 26, 2007.  Major accomplishments included a very careful review of the MAO inhibitors. The committee made several recommendations and referred some of the fine-tuning to a subcommittee.  A PA will be triggered at the pharmacy level if a list of drugs (to be determined by the sub committee) is present within 60 days and that information is to go not only to the prescriber of the MAOI but also any other prescriber of the MaineCare member because that group is the one most likely to be prescribing drugs that are going to interact with the MAOIs.  Also, general information will be supplied to all providers in MaineCare to encourage the safe use of these highly effective drugs. 

Drug-Drug Interactions – Dr. Oesterheld presented to the Board an updated list of DDIs for Darunavir-Ritonavir combinations (Prezista). She wanted to bring attention to the fact that the Cmax of clarithromycin only goes up 26% when co-administered and the AUC does not go up over the 100% as previously reported and she wanted to give the committee the chance to revote that.  Clarification was made on how the committee voted.  PA Pharmacist level is how these are handled.  The Board voted to remove clarithromycin from DDI list with Prezista.  Quinine and fentanyl will be reviewed next month. 

New Drug Review –

desonide (Desonate Gel).  The commendation is to keep it nonpreferred and keep it restricted to those who have problems with the agents currently preferred.

fentanyl (Fentora)  Another version of fentanyl in the tablet form.  The attraction of this drug is that there will be some patients who have a very unusual amount of refractory recurring type of pain that isn’t adequately managed by aggressive long acting narcotic therapy.   To maintain control, recommend PA requirement and limit to the types of patients that meet the indication.  We also want to make certain that patients are getting a very aggressive management approach so that this drug isn’t over used.  Dr. Oesterheld asked if the blood levels were same as the patch.  Dr. Clifford stated that the dosing is reduced from 200mcg of the current from down to 100mcg of Fentora.  

quinine (Qualaquin)  Dr. Clifford noted the amount of mailings received alerting us to a new treatment for the malaria cases.  We need to limit to PA and confirm they have plasmodium falciparum malaria.

desonide (Verdeso)  This is a foam version of desonide.  We have many other cost effective versions and at this point we strongly recommend keeping it nonpreferred. 

clindamycin phosphate (Ziana) This is a new acne combination, combining clindamycin and tretinoin.  It is substantially more expensive than the individual components even taking into account the extra dispensing fee.  There are no studies that support that it works any better than the individual agents.  However, it is more convenient.  The recommendation is to leave it nonpreferred for now.

vorinostat (Zolinza)  The strategy on all the ultra expensive anti-cancer agents that have been approve by the FDA is that they have controlled access under the PDL with a nonpreferred status and to make certain that doctors are sticking to the approved FDA indications.  In this case, we would confirm the CTCL indication and that the member has had exposure to two systemic therapies, whether in the past or ongoing. Initial recommendation would be that we make it nonpreferred which would mean a clinical PA for the indication and exposure to two systemic therapies.  The need for an EKG will be discussed next month when other similar safety issues are reviewed.

Laurie Roscoe summarized each of the above recommendations for the Board members.  

Dr. Clifford announced that the Hepatitis B class would be ready to review for the April meeting.

Closed Session:

The meeting was adjourned at 7:40 p.m. The next meeting will be April 10, 2007 at 6 PM.




















