M E M O R A N D U M


TO:
Maine DUR Board




FROM:
Kim Rackleff 




DATE:
March 11, 2008

RE:
Maine DUR Board meeting minutes from March 11, 2008

Dr. Clifford called the meeting to order at 6:10 p.m. and opened up with public comments after introductions.  

	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
	
	

	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

Steven Berandino

Amgen
Molly Miller


Johnson & Johnson

James Kokoszyna

Allergan

Chris Siegel


Allergan




Combigan

Rick Karelap


Endo

Eric Rappaport

Lilly

Michael Butler

Amylin

Terry Lee


Gilead Science

Deb Keats


Amylin

Eric Braciska


Daiichi-Sankyo

Carl Pepe


GlaxoSmithKline

Jennifer Nichols

Bristol Myers-Squibb

Scott Mosher


GlaxoSmithKline

Tracy Wall


Merck

Jane Amero


AstraZeneca


Public comments:

Chris Siegel – Allergan (Combigan)   Mr. Siegel presented to the Board on Allergan’s new combo glaucoma drug.  It’s the first combination drug approved for glaucoma since 1998 which is when Cosopt was approved.  It is a combination of brimonidine tartrate and timolol maleate ophthalmic solution.  It is indicated for elevated intraocular pressure or patients with ocular hypertension or patients with glaucoma who are not controlled on their current therapy.  Combigan is not a first line therapy.  Its benzalkonium chloride or BAK.  Combigan has a dual combination of action.  Both brimonidine and timolol reduce aqueous humor production and increases uveoscleral outflow.  Benefits of fixed combinations have been shown to increase compliance which is a major issue in the treatment of glaucoma.  Patients are on a lot of medications. Almost all of the patients are elderly.  Dr. Clifford asked how it was formulated.  Is it more like the old Alphagan or Alphagan P?   Mr. Siegel said it was similar in combination.  As far as the concentration of brimonidine, it is .2% which is the same amount as the original Alphagan formulation.  The addition of Timolol drops the allergy rate from 9.4% down to 5.2%. 
Minutes from the February DUR meeting won’t be reviewed until next month when we have a forum.
Chantix Preliminary Data:  Dr. Clifford reviewed a one page reported which contained preliminary data on Chantix utilization.  We will use this to determine how large a sample is needed, and where we will pull the sample from in determining the effectiveness of Chantix.  Dr. Clifford reviewed the data on the hand out.  Through the first week of March, 2008, there were close to 9000 MaineCare patients who tried Chantix.  Maine spent $1.1 million on Chantix. Members averaged 2 ½ scripts/day which represents about 58 day supply per user.  The demographics mirror eligibility in that 66% are female and 34% are male.  He went on to review the age groups.  Looking at the patients using the drug, over 500 have been using Chantix for more than 12 months; over 1,500 have been using Chantix for more than 9 months and over 1,000 have been using Chantix for more than 6 months. We can take a look at the drug dates to see how many people end up going back to nicotine.  This is a fairly hard core group of smokers.  Lisa Wendler asked if   Dr. Clifford stated we could get data on people that didn’t pick up second script and survey why they did not.  Response rate has always been the biggest issue of sampling data.  The simpler we keep it, the better.  Dr. Alto asked if the makers of Chantix would be willing to help fund study.  Dr. Clifford stated that it is uncertain.  Dr. Alto suggested to put the questions on the back of a $1 or $2 check.  Lisa Wendler asked if the data we collect will influence what we decide to do with the drug.  Medicaid program wants assurance that the Medicaid population is responding.  In the late 1990’s Medicaid did a smoking cessation survey and that was from using the nicotine patch.  Brenda McCormick asked what response rate was for that.  Dr. Clifford said that it was between 30-50% and that it was a written and telephonic survey.  Jennifer Cook asked if we were going to use this data to identify those being affected by using Chantix.  
17-Hydroxyprogesterone Study.  The Committee received a request from an obstetrician to review the current PA criteria for using 17-Hydroxyprogesterone as an aid to for reducing preterm pregnancy.  The topic was researched, including managed care approaches on what should be done in this area.  All the literature is included in the packet.  Quickly paraphrasing, the first is a study from June 2007 and the short message is that this is an on going study with no results yet.  This will take a look at whether the effectiveness is only for a single pregnancy or will it apply to more than one gestation.  The second concerns diabetes care.  One of the interesting associations is that there is a higher rate of diabetes in women using 17-hydroxyyprogesterone to try to extend the pregnancy to term.  The third one had some pretty interesting observations.  In the Meis study, the 17-hydroxyprogesterone reduced preterm deliveries but it was concerning to them that the placebo group rate was much higher than expected.  They pointed out that there could be a number of reasons for that.  The enrolled patients could have had an overall higher risk.  The caster oil placebo vehicle itself could have contributed to the high rate of preterm delivery.  Dr. Alto asked about the different forms.  There could be quite a bit of variability.  This evidence allows the Prior Authorizaion unit to the approval criteria and to allow approvals for women who have prior pre-term deliveries as long as they are some time in 2nd trimester.  We are a little bit uneasy that physicians don’t have access to the same formulations used in studies.  Cost data indicates a pretty good return. Dr. Alto asked what we are doing for those women who are in the first pregnancy who have shortening of the cervix.  The physician who sent this in was suggesting that stay with the high risk.  Mike Ouellette will look to see if we have had any PA’s for that.  Don’t need to take a vote just to mention that PA Criteria have been changed.  Mr. Ouellette added that there aren’t many stores willing to compound this so it limits the accessibility.  There was one out of Florida but not interested in becoming a MaineCare Provider.  One of the providers was paying for it through mail order.
There was no Psych Work Group update.
Claim Trend Analysis – Dr. Clifford introduced reports which will be reviewed next month but wanted to introduce them briefly tonight.  The first report is more of a summary and Dr. Clifford identified what the columns were.  He reviewed the % changes.  We are all aware of the seasonal changes in antibiotics but some categories where you can get a pretty good sense where utilization is increasing or decreasing.  In some of the cases, looking in the total paid column, if you see at least a 10% increase, it was bolded to draw attention to it.  The other adjunct report provides details of that increase.  If you have questions, send an email to Kim or myself.  These reports will also be included in next months packet.
Retail Dollar Report – Dr. Clifford reviewed this report which depicted Maine in 2005. The PDL had been under way for a couple of years.  This is Maine the State not Maine Medicaid but Maine Medicaid is over 20% of the State.  The data is normalized.  It is interesting to look at.  If the norm is 1, if that’s the average, when Maine is > than that and when it is significantly less, that’s interesting too.  Maine has higher ACE inhibitor utilization but you could also theorize that it has something to do with forcing an ACE before an ARB and the state has lower ARB utilization that makes sense.  Maine is an older state.  States in the northeast have higher behavioral health problems.  Dr. Alto asked if this was comparing cost not pills.  Dr. Clifford said this is script utilization.  Dr. Clifford reviewed some of the other outliers and offered some explanations as to why this may be occurring.  Lisa Wendler asked where the data was taken from. Dr. Clifford explained that manufacturers can collect all the retail data from the stores in Maine.  This is just an initial piece of information to look at.  

New Drug Review

Dr. Clifford announced that due to not having a quorum, we will record votes tonight and then we will submit the information to non-attending members and allow them to vote on them.  Once the data is collected, we will post the results of those votes.  
Bystolic  (nebivolol)  Bystolic falls into the cardio selective beta blocker class.  It’s a good beta blocker but it isn’t any more effective than those already available.  It may have lower side effects than other beta blockers but that does not overcome the significant cost.  If we have members that need beta blockers and are unable to tolerate them, if they have a side effect profile, that would be good prior authorization criteria to allow access to it.  The recommendation is to make it nonpreferred and the primary prior authorization approval criteria would be that there were significant intolerable side effects to other beta blockers; that the beta blockers were medically necessary and multiple other preferred beta blockers have been tried. 

CaloMist Nasal Spray (cyanocobalamin)   CaloMist is a synthetic form of vitamin B12.  There is a very significant price premium relevant to what is already available.  We have both intramuscular and oral forms currently available.  We would really need to be convinced that someone couldn’t tolerate either of these forms.  The recommendation is to non-prefer this version of Vitamin B12.
Combigan (brimonidine/timolol)  The manufacturer of Combigan was present at tonight’s meeting and made presentation during the public comment session.  Initially the recommendation was to make it nonpreferred and this was on the basis that purchasing the individual ingredients were significantly more cost effective.  The company submitted an improved bid which we find more acceptable so now the recommendation is to make it preferred.  It would be cost neutral to the state and save members an additional co-pay.
Tykerb  ((lapatinib)  Tykerb is a tyrosine kinase inhibitor.  With all the new specialty medications, we confine utilization to the FDA approved indications.  In combination with capecitabine (Xeloda) it is used in the treatment of advanced or metastatic breast cancer whose tumors overexpress HER2 and who have not received prior therapy.  The recommendation is to make nonpreferred in the sense that we want to stick to the label.
Veregen (sinecatechins)  Veregen is a new topical treatment for genital warts.  This would interfere with a current exclusive contract, Aldara so the recommendation would be to non-prefer the drug.  We will continue to see how drug does and deal with it again in the fall when we complete the annual negotiations.  Mike Ouellette added that when we looked at this particular drug for another client, the adverse drug reactions with this were higher than other agents that are out there.
Simcor  Simcor is another combination drug and we didn’t bother making a monograph.  It is combination simvastatin and niacin er.   The company has made it cost neutral to the state and it saves members another co-pay.  The recommendation would be to make it preferred.  

Dr. Clifford summarized what the recommendations were. Motion was made to approve as recommended.  There were four voting members present and all were in favor.
The approval of the minutes for February’s meeting will be carried over to April’s meeting until everyone is present.

For April meeting  – One other issue that seems to be working its way into the PWG.  There is a request from the Medicaid Medical Director Group to be collecting a common data set.  

We also have another issue that one of members wanted to put in front of the Board tonight.  Dr. Alto requested if we could make nifedipine not require a PA for women under the age of 45.  The reason being is that nifedipine is the only drug that works for premature labor.  A gender/age edit in system seems manageable.  Mike Ouellette added that we have variations on age but not on gender.  Dr. Clifford also added that emergency overrides would work but it would be nice to make it happen. He stated that we could make it available with the age edit and then work on gender later.  Brenda McCormick mentioned that, as a reminder, there is a freeze in place coming up on POS pretty quick due to the NPI changes.  The motion made was to make short acting nifedipine preferred if it was for a female 45 years or younger.  The four voting members present voted in favor.
Maine OTC List - Michael Ouellette provided an update to the Board members regarding which drugs were essentially being left off.  We received two phone calls from pharmacies.  Some of the wholesalers won’t carry a product and they faxed over a list of their OTCs.  There are some exceptions for diabetic supplies and nutritionals.  

Meeting adjourned at 7:15 p.m.

He announced that if we don’t have a quorum, presentations can still be made and a tentative recommendation can be made but won’t be able to finalize recommendation until absentee votes are made.
New Drug Review

Dr. Clifford announced that due to not having a quorum, we will record votes tonight and then we will submit the information to non-attending members and allow them to vote on them.  Once the data is collected, we will post the results of those votes.  

Remember, aye votes are in favor of the motion/recommendation

Bystolic  (nebivolol)  Bystolic falls into the cardio selective beta blocker class.  It is a good beta blocker but it isn’t any more effective than those already available.  It may have lower side effects (especially fatigue) than other beta blockers but that does not overcome the significant cost.  Members that need beta blockers and are unable to tolerate them will make good prior authorization criteria to allow access to it.  The recommendation is to make it nonpreferred and the primary prior authorization approval criteria would be that there were significant intolerable side effects to other beta blockers; that the beta blockers were medically necessary and multiple other preferred beta blockers have been tried.   

Vote Results:  4 Ayes

CaloMist Nasal Spray (cyanocobalamin)   CaloMist is a synthetic form of vitamin B12.  There is a very significant price premium relevant to what is already available.  We have both intramuscular and oral forms currently available.  We would really need to be convinced that someone couldn’t tolerate either of these forms.  The recommendation is to non-prefer this version of Vitamin B12.

Vote Results:  4 Ayes


Combigan (brimonidine/timolol)  The manufacturer of Combigan was present at tonight’s meeting and made presentation during the public comment session.  Initially the recommendation was to make it nonpreferred and this was on the basis that purchasing the individual ingredients were significantly more cost effective.  The company submitted an improved bid which we think is more reasonable but another pool state thinks the price should be a little lower so that the price works for all of the pool states, and not just Maine. We agree so the current recommendation is to keep it non-preferred until this added price concession is obtained.  

Vote Results:  4 Ayes


Tykerb  ((lapatinib)  Tykerb is a tyrosine kinase inhibitor.  With all the new expensive medications, we confine utilization to the FDA approved indications.  In combination with capecitabine (Xeloda), it is used in the treatment of advanced or metastatic breast cancer whose tumors over-express HER2 and who have not received prior therapy.  The recommendation is to make nonpreferred in the sense that we want to stick to the label until otherwise supported by published studies.

Vote Results:  4 Ayes


Veregen (sinecatechins)  Veregen is a new topical treatment for genital warts.  This would interfere with a current exclusive contract, Aldara so the recommendation would be to non-prefer the drug.  We will continue to see how drug does and deal with it again in the fall when we complete the annual negotiations.  Mike Ouellette added that when we looked at this particular drug for another client, the adverse drug reactions with this were higher than other agents that are out there.

Vote Results:  4 Ayes


Simcor  Simcor is another combination drug and we didn’t bother making a monograph.  It is combination simvastatin and niacin er.   The company has made it cost neutral to the state and it saves members an additional co-pay.  The recommendation would be to make it preferred.  

Vote Results:  4 Ayes


Nifedipine - We also have another issue that one of members wanted to put in front of the Board tonight.  Dr. Alto requested if we could make nifedipine not require a PA for women under the age of 45.  The reason being is that nifedipine is the only drug that works for premature labor.  A gender/age edit in system seems manageable.  Mike Ouellette added that we have variations on age but not on gender.  Dr. Clifford also added that emergency overrides would work but it would be nice to make it happen. He stated that we could make it available with the age edit and then work on gender later.  Brenda McCormick mentioned that, as a reminder, there is a freeze in place coming up on POS pretty quick due to the NPI changes.  The motion made was to make short acting nifedipine preferred if it was for a female 45 years or younger.  The four voting members present voted in favor.

Vote Results:  4 Ayes
