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Dr. Clifford called the meeting to order at 1:05 p.m. and explained the ground rules on the public comment time limit of 5 minutes per manufacturer. He further informed everyone that after the presentations had been completed that the meeting would be closed to the public for a confidential session. The meeting would then reconvene for drug discussion and voting.  Introductions were made then the floor was opened up for public comments.  


	ATTENDANCE
	PRESENT
	ABSENT
	EXCUSED



	William Alto, M.D.  Dartmouth Family Practice
	X
	
	

	Robert Carroll, R.Ph., Target Pharmacy
	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
	
	

	Mark Braun, M.D., FACP
	X
	
	

	Jeffrey Barkin, MD
	X
	
	

	Non -Voting
	
	
	

	Jennifer Cook, Pharmacy Manager, OMS
	X
	
	

	Brenda McCormick, Director OMS
	X
	
	

	Jude Walsh, Governor’s Office
	
	
	X

	
	
	
	


 Presenters were in order of sign up. 

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

Name



Company



Speaker/Topic
Heather Thomson

Endo Pharmaceuticals


Opana ER & Voltarin Gel

Joel Yelin


EMD Serono, Inc.


No

Vik Patel


Amylin




Byetta
Jeff Olsen


Gilead Sciences


Letairis

Bruce Gaulin


Bristol Myers-Squibb


Abilify
Dr. Rick Comshaw

Eli Lilly




Cymbalta

Mark Golick


Merck- Schering- Plough

Vytorin & Zetia
Dr. Rebecca Gall

Schering- Plough


Asmanex

Ed Grotjan P.H.D.

EMD Serono, Inc.


Saizen

Paul Fanikos


Boehringer



Mirapex

Giuseppe Piccoli, PH.D.
Novo Nordisk, Inc.


Norditropin

Dr. Soraly Servera

Novo Nordisk, Inc.


Levimir

Cary Grant


Shire




Vivance

Dr. Joshua Gear

Shire




Vivance

Rozina Fisher


GlaxoSmithKline


Lovasa

Brian Korenda


GlaxoSmithKline


Requip XL

Tom Algozzine


Pfizer




Lyrica

Molly Miller


Johnson & Johnson


Leviquin & Concerta

Jeff Day


Sanofi-Aventis



No

Glenn E. Dooley Sr.

Sanofi-Aventis



No

Katrina Iserman

Wyeth




No

Ron Lessard


Wyeth




No

Ed Chando


Wyeth




No

Debbie Keats


Amylin




No

Adam Kopp


Shire




No

Public comments:

Heather Thomson – Endo Pharmaceuticals (Opana ER) Ms. Thomson opened with discussion on Opana ER (Oxymorphone HCI) identifying it as logically distinct from all other Opioids, which is important because they are starting to have scientific basis for the clinical observation that not all patients have same response to any given Opioid. Although, there is a single gene coding or numerous slice bearing which produce a variety of Opioids receptor subtypes when pts are given a single Opioid it’s binding affinity for all of the various receptors can be the same. However, the ability to activate any particular subtype will vary. Unfortunately they can’t yet predict which patients will respond best to which Opioid so a wide range of choice of unique Opioids is still the only way to assure of finding the optimal analgesic response with less side effects for each individual patient. Opana ER is an attractive option as one of these choices because the 12 -hour dosing intervals are achieved without an initial spike in blood levels, which can be disturbing to some patients and their providers. It is also not metabolized by the P450 pathway reducing the risk of drug interactions for population frequently taking multiple medications. Clinical trials of three-month duration demonstrates efficacy for Opioid-naïve and experienced patients. The durability of true twelve hour dosing and low dose creep were also supported during extended open-label study. In addition to improvement in pain intensity and pain relieve use of Opana ER significantly shows improved functions and noted the weight of adverse events following successful titration were only slightly greater then placebos.  Request that Opana ER be given equal status with MaineCare’s other analgesics. Ms. Thomson stated that there was recent reports of misinformation on effects of alcohol effect with Opana ER and told board if they have any questions on this she would be pleased to address them.

Dr Clifford opened the floor to board member questions. There were none.

Heather Thomson – Endo Pharmaceuticals (Voltaren Gel):  - Ms. Thomson identified Voltaren Gel as a topical formulation of Diclofenac. Product was approved last year as first topical NSAID indicated to relieve pain of osteoarthritis in joints in medical and topical treatment.  Ms Thomson presented committee with tube of Voltarin Gel describing it as a live drug, which she passed around so members could feel or touch product. She stated most of the rest of the world has a similar version since 1985; however, the topical gel formulation permits a dramatic reduced systemic exposure to Diclofenac. In a pharmacokinetic evaluation on handling pain compared to oral Diclofenac 50 MG TID the maximum plateau for concentration for the gel was less then 1% of the oral and area under curve was less then 6% of that of the oral.  Despite low systemic absorption the class warnings associated with all NSAIDS appear on the label including cardiovascular and gastrointestinal and should not be used in patients who have had allergic reaction to aspirin or other NSAIDS. During clinical development over 900 patients were exposed to Voltarin Gel on randomized double blind trial and over 500 pts participated in a long term open label safety study and the only adverse event was seen more frequently in Voltarin Gel was application site reactions at 7% compared to 2 % in a vehicle control group. The efficacy study showed lower Knee OA pain scores, physical function and global rating of disease compared to the placebo vehicle alone. A similar study of hands showed significantly lower pain scores compared to the placebo vehicle group “so it is not just the massaging action that is providing the relieve”. Administration of Voltarin Gel consists of measuring the appropriate measure of gel against the dosing card and then applying it to the affected joint. Knees ankles and feet get 4 grams 4 times a day and elbows, wrists and hands get 2 grams four times a day. The patient type for Votaren Gel is intended suffers from pain for localized OA affecting one or two joints sparing at risk patients from systemic exposure to Oral NSAIDS Voltarin Gel therefore represents a safe, efficacious and cost effective option for MaineCare.
Vik Patel- Amylin Pharmaceuticals (Byetta): Mr. Patel requested that Committee loosen criteria on access to Byetta (Exenatide). The current criteria require step through two oral agents, which Mr. Patel stated is very restrictive. Byetta injection is a unique agent and is currently the only agent in the incretin mimetics class for the management of TII DM. Benefits for patients include glycemic control and modest weight loss. Clinical studies have shown that Byetta is as effective as insulin but without the risk of hypoglycemia or weight gain and exhibits many of the same glucoregulatory actions of GLP-1 (glucagon-like peptide-1). He pointed out that though weight loss is modest it is important for patients with diabetes. Mr. Patel stated that it is important because 9 out of 10 pts that have Diabetes are overweight or obese to begin with.  Obesity has been linked with morbidity and mortality for this population. Byetta has been recognized by several expert organizations including the American Association Of Clinical Endocrinologists & the National Diabetes Federation. Mr. Patel next discussed utilization patterns when no restrictions were put on the drug. He stated that the agent has been on the market for three years now. An independent study on Byetta without access restrictions has shown that physicians, for patients with diabetes, use the drug appropriately. He also stated that analysis by United Healthcare (which covers about 4 million lives across the nation) shows that physicians when they use it do so because the patient has failed an oral agent and asked that members remember it is an injection agent and when it is used, it is used because the patient needs it and that it is not abused. In closing Mr. Patel noted that they were agreeable to a one step edit for oral agent had met the financial criteria. He requests that PA criteria be removed or that Byetta be moved to preferred status. 

Dr Clifford made note to committee members that the PA criteria was going to be the focus of the November meeting so this could be discussed at that time.

Jeff Olsen- Gilead Sciences – Letairis (Ambrisentan): Mr. Olsen provided a brief clinical overview on Letairis. Mr. Olsen identified Letairis as the most recent endothelin receptor agonist for the treatment of advanced pulmonary arterial hypertension (PAH), which he describes as a fatal incurable progressive illness that afflicts approximately 80,000 Americans. Since Ambrisentan offers major clinical advances over the five current available medical treatments for PAH, FDA granted a priority review and approved Letairis on June 15, 2007. Letairis is an endothelin receptor antagonist indicated for treatment of PAH with class 2 or 3 symptoms to improve exercise capacity and delay clinical worsening.  The indication is based on the results of a twelve week study in which almost 400 patients were randomized to receive 1 of three Ambrisentan doses; 2.5 MG, 5MG or 10MG or placebo. For primary endpoint the 6-minute walk distance showed significant improvements in all three dosing arms, secondary endpoint time to clinical worsening 71% risk reduction at the end of one year 95% patients survived compared to 60% of historical controlled. Letairis is only available through Letairis Education and Access Program due to the strict monthly monitoring guidelines. It is a once daily treatment.  Not in current guidelines because drug approved after the guidelines were established.

Bruce Gaulin- Bristol Myers-Squibb, Abilify (Aripiprazole): Mr. Gaulin presented committee with update on Abilify. Approved for pediatric schizophrenia age 13-17 and bipolar disorder-pediatric ages 10-17 years. Large multi-national trial of pediatric patients ages 13-17 with confirmed diagnosis of schizophrenia who were treated with Abilify either 10 or 30 MG or placebo.  Results were evident fairly early for patients given the Abilify. Weight gain of 1.5 kg was noted during the 6- week trial for schizophrenia patients. The next was on adults that were diagnosed with major depressive disorder who tried and failed 1-3 standard trials before being treated with Abilify. This study showed significant response in week 1 or 2 for individuals who were given the Abilify.  Recently achieved indication for treatment of Bipolar disorder for manic or mixed episodes. This is the only FDA approved drug for this indication. 100 subjects were treated with same titration saw separation fairly early in this trial. Within one week of treatment results were evident. However 5% of Abilify group had 7% weight gain.
Dr Rick Comshaw - Eli Lilly, Cymbalta (Duloxetine HCI): Dr. Comshaw opened with discussion on new package insert and a snap shot of the disease states. New package insert has clarification of doses, 40-60 mg/day for depression and 60/d for all other indications (doses above 60mg don’t help more likely to cause adverse event ). The insert talks about irritations, depression, anxiety and the new one being Fibromyalgia. Dr. Cromshaw stated, “Depression remission not response should be your goal”. Cymbalta showed a remission rate of 43-44% percent compared to 16%-29% for placebo. Cymbalta demonstrated efficacy in treating painful symptoms associated with depression and showed significant improvement within a few weeks. Patients who received Cymbalta also showed a greater relapse time then patients treated with placebo. Fibromyalgia new indication showed that with dose of 60 and 100 MG a day which resulted in 50% pain reduction for that population. Requests that board puts Cymbalta on PDL. Asked board member if they had any questions.

Board member question: Is there a study comparing it to gabapentin? 

Dr Comshaw response: No, not yet but that I heard there was a university doing a study of there own. 

Mark Golick, Merck-Schering-Plough, Vytorin & Zetia: Mr. Golick identified Vytorin as a combination of ezetimibe and simvastatin and works with dual mechanism action. Vytorin has been shown when measured head to head against with Lipitor and Crestor to be more effective in lowering LDL effectively. Mr. Golick noted that the FDA has approved this statement.  Mr. Golick stated that you could add Zetia for 25% reduction versus additional 6-8% reduction for statin titration.  Mr. Golick discussed the ENHANCE trial that came out in the wintertime that used ultrasound to look at carotid intimal-medial thickness (IMT). Carotid Intimal-Medial Thickness not an outcome trial. LDL lowering has been shown to affect outcomes.  Carotid Intimal-Medial Thickness may not be plaque. It can thicken from hypertension, age, diabetes and/or smoking. Study did not look at other factors such as these. Study showed .01 thickening over two years. The only way to really tell is to go invasive.  The patients involved in the study had been on statins for ten years so the baseline carotid IMT’s were .69 millimeters, which is basically normal. These patients had really high LDL’s. They were over 300 for their baseline but because they had been treated for ten years there was no accumulation there.  There was no place for that study to go it was badly designed study rather than baseline IMT. Bottom line of the study showed reduction in LDL 59 % compared to SIMVA 41%(The study was funded by Schering-Plough). SEAS: Aortic stenosis trial vs. placebo. Statins of no benefit nor is Vytorin. Moderate AS followed for 4 years. Secondary endpoint developed before the end of the study. The LDL reduction was 61% vs. placebo. Showed a reduction in ischemic events. Zetia (ezetimibe)(only mentioned)

Board questioned what the increase in cancer rates was.

Mr. Golick responded the LDL’s were 120 and they weren’t statin indicators so the patients, there was no difference in synopsis for statins.  We did show a reduction in the overall reduction in that trial

Board questioned what the general MI improvement in that outcome was. 

Mr. Golick responded that wasn’t looked at in those trails but in general for any statins as you lower LDL’s you get significant reduction in MI. Approximately 30 –40% reduction, a lot of MI’s still occur even though patients are on statins. 

Board response: Is there any current data?

Mr. Golick: There is not.

Dr. Rebecca Gall- Schering Plough, Asmanex (Mometasone Furoate inhalation): Dr Gall – Asmanex twisthaler is an inhaled corticosteroid.  Corticosteroid therapy is the preferred treatment for mild and moderate Asthma. Clinical study shows that continuous use of an inhaled corticosteroid increases lung function and a decrease in asthma symptoms.  Drug is not indicated for children less than 4 years of age. Asmanex is indicated for the immediate treatment of asthma and prophylactic therapy for children 4 – 11 and is the only FDA approved inhaled corticosteroid for once daily dosing in children as young as age four (only approved dose is one dose in evening) and for prophylactic therapy in childhood asthma. In a randomized study of 296 patient’s ages 4-11 with asthma both mometasone groups and a placebo, both mometasone groups showed a significant improvement in peak expiratory flow and decreased requirements for rescue medication. The recommended dosage for children ages 4-11 regardless of prior therapy is 110 µg once daily. The medicine was well tolerated and no significant adverse reaction was noted. Clinical trials of inhaled corticosteroid, has shown a small reduction in growth. The physician should monitor children’s growth. The long-term effect’s of the growth reduction including the impact on primal adult height is unknown. Asmanex also helps provide once daily symptom control for patients 12 years and older as a preventive therapy. Asmanex has a dose counter. No actuation required.
Ed Grotjan PHD, EMD Serono, Inc., Saizen (somatropin): Mr. Grotjan -All growth hormones are relatively the same but the thing to differentiate growth hormone products one from another is formulation, delivery device and storage conditions. In terms of formulation we offer our product in for two different formulations.  It comes lyophilized powder and with two different daily ones, a Benzyl Alcohol daily one and one that contains Metacresol both of those do the same exact thing but the Benzyl Alcohol tends to be toxic in infants, so the metacresol is preferred if you are going to give it to small children. Storage conditions are important because the product lifeline requires refrigeration. The easypod device was designed in conjunction with patients, caregivers and healthcare professionals to answer the need for a device that provided simple, everyday use while monitoring patient compliance. Saizen easypod device is the first electronioc device of it’s type to be used for growth hormone therapy. Dose is set in MD’s office so this eliminates dosage issues. The patient can access all aspects except the dosage meter and can personalize the device. If the patient misses a dose the easypod will let them know and if they have already adminstered a dose the device has a safety feature wihich will not allow them to take an additional dose. If a partial dose is delivered the device will ask them if they want to take the rest of the dose. The device keeps an accumulated record of everything the device has done so it makes compliance monitoring much more effective.  The device is designed so young kids can use it. The device has a skin sensor so device has to be placed on the skin before it will allow injection to occur.

Paul Fanikos, Boehringer, Mirapex (Pramipexole): a nonergot dopamine agonist that is used for advanced Parkinson’s disease and early onset Parkinson’s disease. Mirapex has been on the market for ten years and over 10 million prescriptions have been dispensed. No matter what population it is used for it is proven to reduce tremor by 50%. It does have some unique properties to it. The thing to note is that it doesn’t interact with liver enzymes so when you look at it for patients with a number of complicated drug regimen allow it to be taken safely. The drug is coming out with a generic in the near future. Would like committee to consider Mirapex for preferred drug status.

Dr. Soray Servera, Novo Nordisk, Levimir (insulin detimir): Presented handout.  Dr Servera stated that Levimir shows similiar improvement in glycemic control compared to both NPH and insulin glargine, but offers clinical advantage of less or “neutral” weight gain and reduced risk of hypoglycemia. Clinical outcome have a potential to translate into cost savings by reducing therapy and diabetes related complications.This long acting insulin analog is indicated for once or twice daily use for treatment of adult and pediatric patients with type 1 diabetes or in adults with type 2 diabetes who require basal insulin for glycemic control. Dr Servera discussed the clinical finding from results of US PREDICTIVE 303 randomized clinical trial. Levimir is available in 10 ML nails and in three flex pens. Once opened they last for 42 days and can be stored at refrigerator or at room temperature.. Novolog (Insulin Aspart):  Novolog is a rapid-acting insulin indicated to be used in combination with a basal insulin. First analog insulin FDA approved for use in pediatrics, IV and category B for pregnancy. Novolog Mix 70/30 (Analog Insulin):  A single insulin product: insulin aspart, 70% suspended in protamine for extended action up to 24 hours. The single insulin has two actions which result in reduced fasting plasma glucose as well as a reduction in port prandial glucose levels.  Both Novolog and Novolog mix are color coded to avoid confusion

Giuseppe Piccoli, PH.D. Novo Nordisk, Inc. Norditropin (Somatropin [rDNA] origin] injection): Mr. Piccoli presented handout to board. Approved for short stature in children with Noonan and Turner syndrome.  Available in the Nordflex pen.  Identified as the only premixed, prefilled disposable device with storage flexibility. No loading, no mixing, can be up to 77 F for up to three weeks. This avoids product loss when patients forget to return their pens to the refrigerator after administration. Finer dosing increments available. It should be noted that the preservative in Norditropin is phenol which is not contraindicated for use in neonates. Support services available. Experience in transferring from one GH to another. Patient education is available in forms of videos, DV and booklets. NordiCare provides in-home injection training.

Cary Grant- Shire (Vyvanse) introduced Dr Joshua Gear a NH Child adolescent Psychiatrist for testimonial on impact Vyvanse has had on children in his practice. Dr Gear discussed the efficacy of Vyvanse on his patients. He discussed two fairly difficult patients that he has seen in the last month. The first being a 17 yo male that he treated for ADHD & substance abuse. Dr Gear stated that although the young man had a high IQ he was in jeopardy of not graduating from high school in spite of his intelligence. He had been treated in the past with a number of medications he had not done well partially because of the abuse potential.  Patient asked that if he prescribed something for him that it has very little likely hood of abuse or addiction this young man was very motivated. Within two weeks of treatment with Vyvanse 50 MG pt showed significant signs of improvement.  Next Dr. Gear discussed a case study for an 8 yo girl diagnosed with anxiety depression had not done well with typical stimulants. She was started on Vivance and responded very well and the reason she did not do well on stimulants was because it exasperated her anxiety and depression symptoms. Vivance did not do that. The patients are getting a smoother continuous delivery with Vivance. Dr Gear noted that another advantage of Vivance was that it lasts longer in most situations then other stimulants. The other factor for Vivance is that they have less rebound

Rozina Fisher, GlaxoSmithKline, Lovasa: Only FDA prescription Omega 3 Fatty Acid. Indicated for high-level triglycerides. No warnings as opposed to fenofibrates. Can be used with statins and there are very few side effects. Triglycerides lowered by 30% more then statin alone and no change in adverse effects. Not indicated in this group added to simvastatin in COMBO trial.
Brian Korenda, GlaxoSmithKline, Requip XL(Ropinirole): Ropinerole dosage once a day for treatment of Parkinson’s disease. Efficacy results showed 52% responders. Fewer peak/troughfluctuations vs. three times a day ropinirole

Board questioned whether Requip patent expired

Mr. Korenda responded that it is currently expired
Tom Algozzine, Pfizer, Lyrica(Pregabalin): Mr. Algozzine presented utilization data in a handout.  He also stated that Pregabalin continues to be cheapest branded agents for AD for seizures. Gabapentin use continues to grow and outpace Cymbalta and Lyrica

Board questioned if there were any comparator trials of gabapentin and pregabalin 

Mr Algozzine responded that there were and he will provide the trials
Molly Miller, Ortho McNeil Jannsen Pharmaceuticals /J&J , Levaquin: Ms. Miller stated that Levaquin has been available in the US since1996 There have been 11  FDA indications including respiratory tract infections and urinary tract infections. It is a quinolone antibiotic. drug of Choice for treating CAP. Three short course therapy of 750 for 5 days, for acute sinusitis, CAP and UTI. Short care therapy improves compliance and is cost effective for MaineCare.  Effective at approximately 99 % In area hospitals, Levaquin is currently the drug of choice for treating patients in an out patient setting. It is available to MaineCare at a substancial saving with pricing comparable to other branded respiratory flouroquinolone’s. If you are concerned that adding Levaquin back to the PDL will erode generic usage look at data for WV Medicaid. When they added it back to PDL it showed no generic erosion versus Avelox alone.  Request preferred status on Maine PDL.

Board question on short course efficacy

Ms. Miller responded that she will provide studies
Molly Miller, Ortho McNeil Jannsen Pharmaceuticals/ J&J, Concerta: Fewer ER visits and hospitalizations vs. immediate release.

Molly Miller, Ortho McNeil Jannsen Pharmaceuticals/ J&J, Invega/Risperdal Consta Requests open access

2:25-2:35 Committee break

2:35-3:05 Confidential session

3:05: Room was opened back up to public forum. Dr Clifford instructed representatives that they could stay for the voting portion of the meeting but advised them that they could not address the board during the voting process. 

3:15:  Dr. Clifford summarized each recommendation for the following Drug Class PDL changes, which were discussed and voted upon:

Quinolones

REC: Make Levaquin preferred

Dr. Alto motioned to accept, Dr. Barkin seconded

Board voted: All in favor

Androgens/anabolics

REC: Make Androgel being preferred and Testim non-preferred

L. Wendler motioned to accept, M. Ouellette seconded

Board voted: All in favor

Insulins

All pen products will continue to require PA to establish medical necessity

REC: Lantus be co-preferred, and make a number of Lilly insulins co-preferred

Dr. Alto motioned to accept; Dr. Biczak seconded

Board voted: All in favor

Growth Hormone Category

REC: Make Genotropin and Nutropin preferred

R. Carroll asked about the marketshare of each; Genotropin 70% for the line and Nutropin line was another 12%.

Dr. Braun asked about the clinical differences. Dr. Clifford stated that the drugs were the same, and that primary difference was delivery devices

Dr. Braun motioned to accept; Dr. Biczak seconded

Board voted: All in favor

ARBs

REC: 5 products remain preferred; Avapro, Benicar, Cozaar, Diovan and Micardis, but recommend only 25 mg Cozaar tabs be preferred

Discussion of 4 pills/day. If one pill a day desired, then can change to another ARB.

L. Wendler motioned to accept; Dr. Barkin seconded

Board voted: All in favor

ARB/CCB

REC: Move Azor to preferred

Dr. Braun motioned to accept; M. Ouellette seconded

Board voted: All in favor

Statins

REC: Crestor/Vytorin to non-preferred

Discussion of need for notification and what the criteria would be.  Criteria will be discussed at November meeting

Dr. Alto motioned to accept; L. Wendler seconded

Board voted: All in favor

Steroid inhalers

REC: Qvar to preferred

M. Ouellette motioned to accept; L. Wendler seconded

Board voted: All in favor

PPI

REC: omeprazole to preferred, Prilosec OTC to non-preferred

Dr. Clifford discussed reasoning for recommendations are based primarily on the cost effectiveness of the choices

M. Ouellette motioned to accept; Dr. Alto seconded

Board voted: All in favor

GI-Ulcer anti-infective

REC: Helidac and Prevpac to non-preferred

B. Carroll motioned to accept, Dr. Alto seconded

Board voted: All in favor

IBD

REC:  Lialda to preferred

Dr. Clifford mentioned that pill burden would be lessened.

L. Wendler motioned to accept; Dr. Braun seconded

Board voted: All in favor

Antidepressants-Selected SSRIs

REC: Move Wellbutrin SR, bupropion XL to preferred; Move wellbutrin XL, Lexapro and Paxil CR to non-preferred ;  all current established users would be grandfathered

Dr. Barkin felt this change made clinical sense

Dr. Braun asked about brief trials on other

Dr. Barkin motioned to accept; L. Wendler seconded.

Board voted: All in favor

Sedative Hypnotics

REC: Move Ambien CR and Lunesta non-preferred; Make zaleplon preferred but as step 2. 

Dr. Clifford discussed FUL on zolpidem.  Would also allow 30/month without PA for both zolpidem and zaleplon; only allowing one 30 /month sleeper.

Dr. Barkin spoke that psych work group recommended removing quantity limits and that zolpidem is a good choice as preferred. QL of 12/month exacerbated MDD and some other psych disorder. M. Ouellette questioned the 30/30 dosing allowance and whether studies supported daily usage. The board then discussed having analysis done to show average quant/script for sleepers for those on no psych drugs versus average quantity/script for those on psych drugs.

L. Wendler mentioned Rozerem may be preferred for those who are elderly.  Next time check average age of Rozerem versus other sleepers.

Dr Barkin mentioned no outcome data on one sleeper versus another.

Dr. Barkin moved to accept; Dr. Braun seconded.

Board voted: All in favor

Stimulants

REC: Daytrana to non-preferred

Dr. Clifford mentioned that drug has become more expensive and should be reserved for those with documented need.

M. Ouellette motioned to accept; Dr. Braun seconded

Board voted: All in favor.

RA

REC: Cimzia to preferred

Dr. Clifford explained rationale and how this drug was primarily a J code drug but this would be of interest to the State in the future and reasonable to address it now.

Cimzia may have less dose creep.

Dr. Braun motion to accept; L. Wendler seconded

Board voted: All in favor.

Migraine/triptan 

REC: Move Maxalt to non-preferred, MLT would remain preferred

Dr. Clifford discussed rationale.

L. Wendler motioned to accept; Dr. Braun seconded

Board voted: All in favor.

Parkinson’s-selected Dopamine Agonists

REC: Move Mirapex to non-preferred; would identify and grandfather parkinson patients; Requip XL already non-preferred and make it easier to access for parkinson patients

L. Wendler motioned to accept; B. Carroll seconded

Board voted: All in favor.

Ophthalmic-Mast Cell Stabilizer

REC: Make Alamast to non-preferred

Dr. Clifford explained that marketshare favored Patanase and Pataday.

B. Carroll asked if there were any preferred agents in this class.  Dr. Clifford stated we could look at this in November and possibly move this drug to class with other anti-allergy therapies.

Dr. Braun motioned to accept; L. Wendler seconded

Board voted: All in favor.


Topical anti-acne 

REC: Move Tazorac gel to preferred and Differin to non-preferred

Dr. Clifford reviewed marketshare for agents in this class

M. Ouellette motioned to accept; B. Carroll seconded

Board voted: 9-1 in favor.

6:00 Public forum closed

Dr Clifford opened the floor to the board

L. Wendler wanted review of ergocalciferol initially and then for several weeks for hypervitaminosis D; State would need to change policy to remove diagnosis code. Cost isn’t really an issue, but policy needs to be changed

Dr. Clifford announced that we would record votes tonight and then we will submit the information to non-attending members and allow them to vote.  Members were not present who wish to vote will have a weeks timeframe to respond. Once the data is collected, vote results will be posted.

There will be no December meeting. January 13, 2009 DUR meeting elections for chair and vice chair will be held. Dr Clifford asked committee members to consider whether they would be interested.

6:45 Meeting adjourned. Next meeting date to be determined. 
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