M E M O R A N D U M


TO:
Maine DUR Board




FROM:
Kim Rackleff 




DATE:
May 13, 2008

RE:
Maine DUR Board meeting minutes from May 13, 2008

Dr. Clifford called the meeting to order at 6:00 p.m.  After introductions, the meeting was open for public comment.  

	ATTENDANCE
	PRESENT
	ABSENT
	EXCUSED

	William Alto, M.D.  Dartmouth Family Practice
	X
	
	

	Jessica Oesterheld, MD, Psychiatrist. Spurwink and GHS
	
	
	X

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

	Laurie Roscoe, R.Ph., Anthem
	
	
	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 Pryor, Medical Director, OMS
	
	
	X

	Jennifer Cook, 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

James Kokoszyna

Allergan

Tim Lewis


JASOS
 Group




Combigan

Roy Hall


UCB

Mike Hammer


UCB

Carey Grant


Shire





Vyvanse

Mike Hall


Shire

Skip Curtis 


Shire






Eric Rappaport

Lilly

Jeff King


GlaxoSmithKline

Josh Reynolds


GlaxoSmithKline

Clara Beaulieu


Wyeth

Art Davis


Boehringer-Ingelheim

Peter Lattanzi


Merck & Co.

Carl Pepe


GlaxoSmithKline

Brian Korenda


GlaxoSmithKline

Bob McSparren

Bristol/Myers-Squibb

Bill Jason


Sepracor

Terry Lee


Gilead

Eric Bracicka


Daiichi-Sankyo

Public comments

Tim Lewis – Registered pharmacist with JASOS Group. He addressed the Board about Combigan in relation to the last DUR meeting.  Combigan is a combination drug consisting of brimonidine .2% and timolol .5% and is used for the treatment of primary medical glaucoma.  It was reviewed at the March meeting and at that time the recommendation was made by the DUR Board to add to Combigan to the PDL.  According to the minutes, the company submitted an improved bid and our recommendation is to have it preferred.  It is cost neutral to the state and save the members additional co-pay.  Although there was not a quorum, the four members present voted to add Combigan.  However it is our understanding that based on a recommendation from another SSDC state, it was requested that the Maine DUR Board not carry the motion to add Combigan to the PDL due to costs considerations in that state.  By restricting access to Combigan, it is going to increase the financial burden on MaineCare recipients to the extra co-pay as well as hamper the availability of an agent that has been shown to have clinical benefits far and above what the two drugs used separately can produce.  Benefits include a much improved side effect profile. It reduces the number of daily drops; less waste. There is much improved therapeutic response due to the elimination of the wash out effect.  Based on AWP, Combigan is $15.00 more annually than using the two separately.  He requested that the Board reconsider Combigan so that it can be included on the Maine PDL.  

Carrie Grant, Shire – Vyvanse Ms. Grant addressed the Board regarding Vyvanse’s age restriction of 6-12 currently listed on the MaineCare PDL.  The FDA recently approved Vyvanse for treatment of adults.  Suggested better placement on PDL would be long-acting amphetamines.  Michael Ouellette stated that the PDL update is in front of the state.  Pediatrics 6-12 and 18-65. 

Brian Korenda, GlaxoSmithKline – Treximet   Mr. Korenda addressed the Board regarding Treximet which is a new medication acute therapy of migraines in adults.  Treximet targets multiple mechanisms associated with migraines. Headache care specialists are commonly prescribing multiple agents for the treatment of migraines.  Combinations for the treatment of migraines are not uncommon.  Mr. Korenda went on to state that 59% of patients that are being treated with a triptan, are also being concomitantly being prescribed an NSAID or another type of medication.  About 29% of patients who fill a triptan will also fill an NSAID.  Treximet is the combination of Sumatriptan and Naproxen sodium.  Treximet in one tablet is targeting multiple mechanisms of migraines.  He reviewed some statistics from clinical trials.  77% of patients who had moderate to severe pain did not require use of rescue medication while on the use of Treximet.  The recurrence rate was 13%.  This is very low and lower than the individual components.  Treximet falls well below the cited 20 – 40% recurrence rate. Mr. Korenda then reviewed the side effects.   Treximet does have a box warning because you are adding a nonsterodial drug to a triptan.  It should not be used in folks with recurrent gi ulcerations or increased cardiovascular risk.  Contraindications are similar to other triptans.
Old Business

April DUR minutes – received feedback from several board members who are not here to night and will incorporate those into the minutes.  Motion moved to accept and carried.
Re-examine diabetic utilization data.  Dr. Clifford reviewed the diabetic date presented last month at which time the committee made several recommendations.  Number one was that we go back and consider all insulins as counting once.  The 2nd major change was to look at combination drugs and split them apart.  Count them as two drugs and rerun data which didn’t make a big change.  Dr. Clifford reviewed the data.  Brenda McCormick asked if these are duplicated and Dr. C said that they were unduplicated.  He stated there a couple of interesting combinations.  Some individual profiles were printed out to look at details.  One of the profiles reviewed showed a patient taking two sulfonylureas at the same time with two different doctors involved.  This was the same pharmacy but two different doctors so the store was overriding to get the script through the edit.  That was probably most glaring concern.  One thing is clear that this emphasizes is that most have a significant disease burden and most are being treated fairly aggressively.  A lot of ACE or ARB usage.  A polytherapy patient was then reviewed.  This was a 57 year old patient who was on all diabetic therapies and that’s all they are on which looking at the Medicaid data seems unusual.  The next step with the high poly therapy patients is in terms of working into something gradually, what we talked about in the past was taking a look at what physicians start to choose as the 3rd or 4th agent.  The area we are really concerned about is that preferably if they are going to get a 3rd drug going and you’re already on 2 orals, we would like to see it be something that will get it down in to the ideal range.  In terms of what can be added on next, several of the available agents would have an average A1C reduction.  As part of the 4-brand limit initiative that the State has, on a very limited basis, we will concentrate on these patients and try to have conversations with patients and see how much further they have to go to get down to a good level.  We will do a very limited sample to see how that will go over.  We have a really good idea as to what the most common multi-drug combinations are.  Lisa Wendler asked about TZDS and Insulins. Dr. Clifford said about 31 cases that will be getting letters and those were letters that just stated the concern.  We’ll see over time if we need to make therapeutic changes.  Dr. Alto stated that he was surprised how many don’t have an ACE or an ARB.  If they aren’t hypertensive then how long have they known that they have diabetes.  How many are taking an ARB or an ACE that don’t have hypertension.  We will bring back in June, aggregate data, on year by year changes and prevalence of treated diabetes in pediatrics.  We can do a male female breakdown and test strips.  

There was no Psych Work Group Update 

Drug-Drug Interactions will be postponed till June meeting

New Business

Plavix – There are a couple of reasons why we are reexamining Plavix.  Number one is that it has been a very expensive thorn in our side.  Number two is that a Pharmacy intern completing their internship at GHS had Plavix as a project.  We took a good look at pharmacy utilization data.  Based on that, we decided to update approach to Plavix as a result.  Dr. Clifford reviewed two excel spreadsheets; one entitled Plavix users and one entitled aspirin users.  Dr. Clifford reviewed the data on these two reports. One thing we wanted to identify is what percentage of Plavix users has an identifiable FDA approved indication for Plavix.  Most people had at least one if not more than one approved indication.  There is very intensive use of both Plavix and aspirin in the Medicaid population for one of the indications.  But if you look at a particular indication, for example TIA, there are a number of people being treated with Plavix that could be treated more cost effectively with another anti platelet agents.  One of the other things we did was we looked at the major indications. Dr. Clifford reviewed schema and if you look at PBMS and Medicaid programs, most favor aspirin as first line.  Copies of articles which we came across have been included in the DUR packets.  Dr. Clifford reviewed the contents of some of those articles.  In the lead article, one of the things they were interested in was the leap of faith that occurred with the American Cardiology to use Plavix with people that have difficulty using aspirin.  If you go back to the CAPRIE trial a lot of the original Plavix data excluded the high risk groups.  If someone had a history of GI bleed, they were excluded from trial.  Then you somehow ended up with the recommendation that Plavix would be much safer than aspirin but not necessarily safer than aspirin when combined with some other protective type of medication.  Since that study has been done, some insurers have adopted that argument and what they have done is that if you are having problem with aspirin, then use PPI therapy with aspirin in lieu of Plavix.  This is talking about limited indications.  Dr. Clifford referenced an Australian article.  One of the nice things they do is that they make a distinction of absolute risk reduction.  Overall result was 0.5 risk reduction.  This means you would need to treat 200 people for 2 years to get one risk reduction.  He then reviewed the adverse effects.  Increased incidence of aspirin induced GI bleed but you can negate the GI risk with the use of PPI’s.  In trying to put pieces together, a draft revised PA form was distributed.  The way we are thinking about it now is that we are only talking about new Plavix starters.  We would want to take a look at indication that they want the Plavix for.  We would be interested in whether or not they have tried aspirin and what happened in aspirin therapy.  If the issue is intolerance then we would be interested in whether they have been using PPI concurrently.  During the confidentially session, we will talk about price.  You can use aspirin plus PPI and still come out way ahead of Plavix.  In terms of the number of people being affected and going back to the original data on Plavix, prior 2008 Q1, there have been 11,700 users of anti-platelet agents of which 7300 were Plavix users.  In 20081, there were 3,000 users of Plavix.  New monthly Plavix starters are several hundred.  For some of the indications, there is no question that that is the way it should be.  There were 10% that didn’t have a diagnosis.  Dr. Alto asked of someone is on both aspirin and Plavix, should they be on PPI.  Dr. Clifford responded that on the studies that have been done, there is no increase in efficacy by being on both and the GI bleeding goes up.  For these established users, where they are on aspirin and Plavix and not on PPI, maybe they should be?  Dr. Clifford asked if anyone recommended any changes.  Dr. Sewall asked if we ever put references on the PA so that if people were upset, they would know where to look.  Dr. Clifford said we could do that.  We could reference the articles where we are getting tougher.  We will put in quarterly newsletter.  Recommendation is to add some of references and to high light this issue in the next quarterly letter.  Dr. Alto mentioned recommending dipyridamole as second line therapy on Transient Ischemic Attack.  Dr. Clifford replied that in the cerebral vascular disease journal in 2006, there was an interesting analysis where it was asked does it have to be Aggrenox or can it be generic dipyridamole and aspirin.  They interested in what data was out there.  They had a look at all the studies and when you compare the conventional dipyridamole 75mg BID dose plus aspirin to just aspirin, there were no difference in original studies.  The generic plus aspirin didn’t look to be better.  They looked at European studies that were comparing dipyridamole aspirin to placebos so it was an indirect comparison.  So once they had the study adequately powered, they were seeing a very similar efficacy to generic dipyridamole plus aspirin to the original Aggrenox.   Dr. Alto asked if we could request the date of stent placement so we can monitor separately.  Dr. Clifford stated that yes we can do that.  Lisa Wendler suggested clarifying when medical necessity documentation is required.  For several can bypass this step.  We will bring revised draft to next meeting.  Ms. Wendler also asked if a cost savings projection had been completed yet.  Dr. Clifford state yes and will give numbers during closed session  

Xopenex HFA – talk about during closed session

Treximet – Dr. Clifford reviewed the drug monograph and we really didn’t have any interest in just another triptan.  The key issue is from our point of view was the recurrence rates.  If we can have an impact on a reduction in recurrence rates as long at it delivers as shown in study data. It is cost neutral relative to triptans with nsaids.  The drug is only valuable in the long run if we see our recurrence rates go down and fewer units per month are used in the long run.  We can’t tell when someone takes a pill.  We can measure PA for quantity limits and the average number of units per month.  We will provide follow up utilization data to the committee and will apply similar quantity limits.  This will be in its own class of migraine triptan combo class but same conditions.  Manufacturer made a good offer so we would recommend preferred with the same conditions as other pref. Migraine meds.  Move to add to preferred list.  Motion carried.  

Letters from physicians were reviewed.  One was a letter for Combigan; two for Byetta.  We save the letters and re-include them in the packet for the annual review.  Some of these issues we don’t re-open because it is not on the agenda but will be in annual review.  We will provide a little more info on Combigan during confidential session.  

Open session closed at 7:10 p.m.

Closed session. Discussed Combigan offer net and compared to combination of timolol and brimonidine ophthalmic solutions, which now have MACs of between $0.40 and $1.22-$2.07 (depending on PS), respectively. We concluded that separate ingredients are less costly to state, even allowing for second dispensing fee.

Next meeting is scheduled for June 10th at 6:00 p.m.

