
 
 
TO: Maine Drug Utilization Review Board   
DATE: 06/12/12 
RE:         Maine DUR Board Meeting minutes from 06/12/12 
 

ATTENDANCE PRESENT ABSENT EXCUSED 

Robert Weiss, M.D., Cardiologist,  Chair X   

Laurie Roscoe, R.Ph., Vice Chair  X  

Amy Enos, Pharm. D. Waltz LTC Pharmacy X   
Laureen Biczak, D.O., Infectious Disease, GHS   X 
Lisa Wendler, Pharm. D., Clinical Pharmacy Specialist,  
Maine Medical CTR 

X   

Lindsey Tweed, M.D., Psychiatrist  X   

Mark Braun, M.D., FACP, Internist/Geriatrician   X 

Mike Ouellette, R.Ph.,  GHS X   

Rebecca M. St. Amand, R.Ph., Staff Pharmacist Community 
Pharmacy - Pittsfield 

  X 

Kevin Flanigan, M.D., Internist, Medical Director, OMS   X 

Non –Voting    
Jennifer Palow, Pharmacy Manager, OMS X   
 
Guests of the board:  Jeffrey S. Barkin MD, DFAPA 

CALL TO ORDER: 6PM 

 

PUBLIC COMMENTS 

 
 

Barry Patel with GSK gave an overview of Potiga. It is for adjunctive treatment of partial-onset 
seizures in adults. This is a pregnancy category C medication. The safety and efficacy of use in 
children under the age of 18 have not been established. Three multicenter, randomized, double-
blind, placebo-controlled trials were performed to assess the safety and efficacy of Potiga® in a 
population who had partial onset seizures with or without secondary generalization and who were 
not adequately controlled with 1-3 concomitant AEDs (N=1,239). The primary outcome was the % 
change in seizure frequency from baseline in the double-blind treatment phase. Results suggest 
that there were statistically significant differences seen with all 3 doses of Potiga® (3 doses of 
600mg, 900mg, and 1200mg) as compared with placebo in regards to the median % reduction from 
baseline in seizure frequency. In study 1, the approximate values were 40% (Potiga® 900mg) and 



28% (600mg dose) vs 16% with placebo (p<0.05 for both vs placebo). In study 2, the approximate 
values were 44% (1200mg dose) vs 18% placebo (p<0.05). In study 3, the approximate values were 
35% (1200mg dose), 29% (900mg dose), and 23% (600mg dose) vs 13% placebo (p<0.05 for all 
comparisons vs placebo). A warning exists with Potiga and the QT interval. As Potiga® can have an 
effect on the QT-interval; it is recommended that the QT interval be monitored in those with known 
prolonged QT interval, CHF, ventricular hypertrophy, hypokalemia, or hypomagnesemia. Another 
warning exists regarding suicidal behavior and ideation, which is a listed warning for all antiepileptic 
drugs (AED). It is recommended that those being treated with an AED be monitored for the 
emergence or worsening of depression, suicidal thoughts or behavior, and/or unusual changes in 
mood or behavior. Common Adverse Drug Reactions:  All % for listed adverse events are given as 
the extent that they exceed placebo. The most commonly reported adverse events includes diplopia 
(5%), blurred vision (3%), nausea (2%), constipation (2%), fatigue (9%), asthenia (3%), weight 
increase (2%), dizziness (14%), somnolence (10%), memory impairment (3%), tremor (5%), vertigo 
(6%), abnormal coordination (4), gait disturbance (3%), balance disorder (3%), disturbance in 
attention (5%), amnesia (1%), confusional state (6%), anxiety (1%), dysuria (1%), urinary hesitation 
(1%), hematuria (1%), and chromaturia (1%). We feel that Potiga offer and new alternative 
compared to whats out on the market already. 

Dr. Barkin asked if there are any converter trails. 

Mr. Patel answered that there are no head to head studies. 

Mr. Ouellette asked if it is comes in a titration pack or is it scripts written on a weekly base. 

Mr. Patel answered that is it scripts written on a weekly bases. 

Dr. Wiess asked if the average QT prolongation was under eight? What was the range? 

Mr. Patel answerd yes 7.7 and the range was 11.6. 

 

Alyssa Amara medical science liaison with Teva Respiratory gave an overview of Qnasl. Qnasl is for 
the treatment of nasal symptoms associated with seasonal and perennial allergic rhinitis in adults 
and adolescents ≥12 years of age. This is a pregnancy category C medication. The safety and 
efficacy of use in children under the age of 12 have not been established. The most commonly 
reported adverse events with Qnasl® were nasal discomfort (0.4%), epistaxis (0.7%), and headache 
(0.7%). A retrospective claims analysis of Florida State Medicaid compared medication possession 
ratio and pharmacy cost of allergic rhinitis therapies for 1997 to 2001. This revealed that patient on 
aerosol sprays had a higher NPR then aqueous bases products 53% compared to 34% with aqueous. 
It also revealed a 42% lower total pharmacy cost for non INS medications over 18months 1200 vs. 
2100. This data suggest that lower potential patient cost when utilizing a non aqueous compound 
for the treatment on allergic rhinitis. Please consider the addition of Qnasl to your formulary so that 
patient can have the option to choose a dry aerosol treatment for their symptoms.  

Dr. Weiss suggested that a hand out be provided and also asked if the cost saving analysis is 
published and can it be provided. 

Ms. Amara answered that it is published and can provide it for the boards review. 

Ms. Palow adds that hers and Mr. Ouellette’s email are provided on the web site.  



Dr. Jane Ruby from Reckitt Benckiser medical affairs manager, In February I spoke before this 
committee to express our grave legal and regulatory and safety concerns with the initiative to 
get the repackaging of Suboxone Sub tablets covered by Medicaid. I am here this evening to 
insure that the committee has accurate information in regards to our medication if this initiative 
continues to move forward. While we believe in the good intentions of Dr. Moltz and his group, 
we do believe that the request for an exception to repackage Suboxone tablets is in direct 
opposition to MaineCare effort to provide quality patient care and protect the public.   
 
The practice of repackaging Suboxone tablets is outside FDA requirement and the request for 
MaineCare coverage of this packaging should not be taken lightly. The issue of the companies 
blister packing in other counties has been raised in the medical community recently and I would 
like to address this with some critical background information to help you better understand the 
key concerns we have. During the development of the tablets we were preparing to submit to 
the FDA both of the bottle with desiccant and blister packing for approval on both packaging.  A 
serious problem occurred with the stability of Naloxone. I cannot go into detail do to proprietary 
 information; however I would do so to some degree in your private session.  Naloxone is the 
abuse deterrent in Suboxone, in the blister packaging, if the FDA had approved this packaging it 
would have been with unacceptable short expiration date of two weeks. This is not feasible for 
any company to sustain. We therefore withdrew the US blister packing submission in order to 
insure timely submission and review of Suboxone to be able to get the medication out to 
patients that needed it.  Because of this experience a shift in the tablet formula in the stability of 
Naloxone was done for other areas of the world. This was matched to a certain kind of blister 
packing this was acceptable to European regulators. These European blister packs with not child 
resistant at first and are only now being developed to meet some level of child safety resistant 
acceptable until the film can make it through the EU regulatory process . It has been intensely 
challenging to achieve constancy in drug stability, seal quality and child resistance in blister 
packaging. The goal is to match the quality in both the child resistant caps and films packets. 
 
 If government inspected pharmaceutical manufacturing plant that is constructed to conduct 
blister packing struggles with stability and consistency how individual pharmacies in any state 
can achieve this. In the mean time our US development team created the film form in a sealed 
unit dose packet in response to the growing numbers of near fatal child exposures and child 
deaths related to the Suboxone tablets.  From the 61 poison control centers information has 
come to our attention since the introduction of the film and we are amassing scientific evidence 
to support the safety advantages of the film later this year you will see poster publications and 
manuscript publication by peer review medical association journals describing significant data in 
better treatment outcomes, conservation of healthcare resources and less diversion and misuse. 
I am leading this charge within our company. In conclusion blister packing of Suboxone Tablets is 
not currently register in the US. Should the Maine physicians and pharmacies named by Dr. 
Moltz wish to continue and should Mainecare consider approving this coverage we would want 
to go on record as strongly recommending that they as a group submit a supplement to the FDA 
to come into proper compliance with safe repackaging. 
 
Dr. Tweed stated that he thinks one of Dr. Moltz’s concerns is that they haven’t found the film 
to be useful in their anti-diversion efforts.  
 
Dr. Weiss part of the issue is that numbering on the films are not sequential that makes it very 
confusing. 



 
Dr. Ruby stated that they have never seen any real data on diversion differences between the 
film and the tablets. If someone could provide us with that data it would be a starting point for 
us to address the issue. If it is specific to Maine we could use our relationship with Radars the 
surveillance system that can get down to diversion use or miss use with the first three numbers 
of a zip code. Then we could identify if it specific to a state, a region or a multi state issue. 
 
Dr. Tweed stated that you raised the concern about stability 
 
Dr. Ruby stated that it is not a concern it is a fact. 
 
Dr. Tweed asked are you saying that if had some way to do a pharmacologically appropriate way 
to blister pack you could help us determine whether there is a difference in diversion. 
Dr. Ruby answered that there are significant problems with blister packing. The Naloxone 
component does not survive well in blister pack filled with just air. There is another element 
that was added to the European blister packing to sustain the Naloxone beyond a two week 
expiration. This is based on a tremendous amount of research and data. I’m not sure what these 
pharmacies are using to blister pack I’m assuming they are using a basic blister packing. They 
haven’t gone through any FDA process to get it approved  
 
Dr. Tweed asked is there any way to get the films to be numbered in order. 
 
Dr. Ruby answered that one of the arguments against consecutive numbering is that it would be 
easier to counterfeit. But if you had them out of order you could trace a certain set of numbers. 
 
Mr. Ouellette added that unfortunately the pharmacies can’t trace those numbers because they 
don’t have the numbering system. If there was a program that the manufacture could create so 
that when a pharmacy scans the product it populates the batch numbers. Another issue is the 
numbers are placed directly on the film which dissolves once put into mouth so that is another 
issue with tracing the numbers. As far as the Naloxone, we don’t have that data. 
 
Dr. Weiss stated let’s move past the issue of re-packaging the medication. The issue is 
controlling the flow and who gets it. The next option would be how to access the number on the 
film so that we could then control them that way. 
 
Dr. Ruby agreed that that is a great idea. What some physicians have done in the mean time is 
once the patient fills the prescription they then bring it back to the office and the films are 
photo copied. Then the patient is held responsible for the packets with those numbers. This has 
worked well according to the physicians. 
 
Dr. Weiss stated that he feels that this idea would be a great pilot idea for us to use. 
 
Dr. Ruby adds please remember that there is no child resistance with blister packing so it’s the 
same as them breaching the bottle. No child has died from the film because they are unable to 
get into the packaging. 
 
Mr. Ouellette asked are there plans to discontinue the Suboxone Tablets. 
 



Dr. Ruby answered that the company would like to because of the child safety reasons. But it 
isn’t something they can just take off the market because it is a drug that is getting widely used. 
It needs to be phased out. 
 
Dr. Barkin asked would you be willing to meet with Dr. Moltz because you both are very 
passionate about this topic. 
 
Dr. Weiss stated that copying the films seems to be the best idea and we should move forward 
with that because there is no risk of doing it wrong medically. 
 
Mr. Ouellette added that this topic is on the agenda later so if we need to have more discussion 
we can do that then. 
 

OLD BUSINESS   

 

DUR MINUTES 

 
May 8th, 2012 DUR minutes were approved with no changes. 
 

PSYCH WORK GROUP MONTHY UPDATE 

 
Dr. Tweed stated that most of the discussion was about Suboxone. It was brought up that a high 
amount of the Mainecare budget when going to that medication and that it was increasing. The 
conclusion was that it is a very important public health problem on the other hand it is very 
important to make sure that it is being used appropriately. 

 
Ms. Wendler asked how many patients one provider can have of Suboxone. 

 
Dr. Barkin answered 100 patients. 

 
Mr. Ouellette clarified that it is 100 per provider so a practice could have way over that number. 

NEW BUSINESS   

 

SUBOXONE BUBBLE PACK PILOT INITIATIVE 

Dr. Weiss asked if anyone had anything else to add to the Suboxone discussion or can we move 
on to the next topic. 
 
Ms. Palow responded that no additional discussion is needed because we already have a plan of 
action to look at.  



ANTIPSYCHOTIC METABOLIC MONITORING UPDATE/PA TIMELINE 

 
Dr. Weiss explained a little background on why we are doing this is because many antipsychotics 
cause metabolic syndromes and the provider should be doing labs to monitor this. The providers 
have not been doing this so we are trying to develop a system so that they will monitor this. 

 
Mr. Ouellette stated that we to this date have sent out a total of 926 surveys of that 512 have 
been returned. Of those 192 plan on doing some monitoring within the next 8 weeks, 157 left it 
blank. Of those that stated that they have preformed the monitoring and ordered the laboratory 
studies 101 have not gained clinically significant body weight, 76 have not had clinically 
significant changes in metabolic parameters and 376 left it blank. 
 
Dr. Weiss stated that looking at this data you are down to 15% to 20% that might be doing the 
correct monitoring. 
 
Dr. Barkin added that hopefully each time a blank page is being faxed to us it is a reminder to 
the provider to do the monitoring. 
 
Ms. Palow added that this isn’t the only part of it going on we have the academic detailing group 
going around to educate providers on metabolic monitoring. 
 
Dr. Weiss asked are these two groups over lapping? 
 
Ms. Palow answered that there is no guarantee that they are over lapping but we could cross 
reference the list to find that out. 
 
Dr. Weiss added that this would be good for research to see if academic detailing is working. If 
we could see which one of the interventions works best then we could use that information for 
other drugs. 

 
Mr. Ouellette stated that originally with the MTM program once 120 days have passed and we 
haven’t got all the information a PA would be needed.  This deadline would fall in the middle of 
summer while the DUR is on break and office may be short staffed.  
 
Dr. Barkin agreed that waiting until September would be best. 
 
Mr. Ouellette added that the summer newsletter would be going out to providers. 

 
 
 

SSDC UPDATE 

 
Mr. Ouellette explained that the Sovereign States Drug Consortium Meeting will be taking place 
next week. All the states will be coming in to go over all the negotiations and will be ready to 
present them at the October annual meeting. Mr. Liles was unable to make it to this meeting to 
do a prior commitment but will be involved in the fall meeting.  We don’t anticipate any big 



changes but you never know how things are going to go. There have been a lot of antipsychotics 
that have gone generic and are now well priced. 
 
Ms. Wendler asked what Mr. Liles background was. 
 
Mr. Ouellette answered that for years he worked as a pharmacist in a hospital, then work on 
PDL development with one of our competitors. When the company merged Mr. Liles was doing 
the same thing that we do for the SSDC member but for a much larger pool. 
 
Dr. Barkin added that he has years of experience negotiations.  
 
Ms. Wendler asked will Mr. Liles be at the DUR at regularly. 
 
Mr. Ouellette answered that he will be in and out because Mr. Liles with be supporting all the 
states that GHS works with. He won’t be an active member but will be available for discussion 
about changes to the PDL and definitely the lead-in and to the annual meeting. 

 

2012-13 DUR UPDATES 

 
Mr. Ouellette explained that the purpose of this topic is so that we can get ideas for what we 
want to do as a DUR next year.  
 
Dr. Wiess stated that we can only carry so much forward we already have the antipsychotics, 
suboxone and statins that we are working on. We may only be able to fit one or two more things 
in. 
 
Ms. Palow added that the program integrity work where we investigate potential fraud abuse. 
 
Mr. Ouellette stated that it is part of the DUR package to look at appropriate provider utilization 
and looking at members that are over utilizing the benefit. 
 
Dr. Tweed asked how the issues get to the attention of GHS. Is it because we see a drug category 
rising in cost.  
 
Mr. Ouellette answered that is one way, another way is pharmacies calling in and when we 
process claims and see drugs getting refill too soon. The state will also pass on tips that they get 
for us to review. 
 
Dr. Weiss added that the DUR hasn’t done anything in regards to children. 
 
Dr. Barkin answered that we did put restrictions on antipsychotic for anyone under 5. 
 
Ms. Wendler asked does GHS do a review on every new drug or do we take request from 
companies to do reviews. 
 
Mr. Ouellette answered no we do not take recommendations. 



 
Dr. Barkin added that we get a drug file of all new drugs that is how we get what drugs we are 
going to do a review on.  
 
Ms. Enos asked what top drugs of MaineCares budget. 
 
Mr. Ouellette answered atypicals and stimulants. If you look at the top ten they are all 
psychiatric related. 
 
Ms. Palow another topic of interest is just high users in general. 
 
Dr. Weiss suggested instead of looking at diseases and comparing the counties, let’s look at two 
counties and compare all the diseases. We have never looked at it in that way before.  
 
Ms. Palow added that we could also look at that by the type of providers that are in that area. 
 
Dr. Weiss agreed but instead of looking at just one disease we could look at numerous diseases 
comparing the counties. If there was a big difference between the two then the DUR would be 
able to focus on one area. 
 
Mr. Ouellette asked if OMS has finished the enrollment process with providers indentifying 
them. 
 
Ms. Palow answered that she wasn’t sure how that is indentified 
 
Ms. Wendler asked have we done a stimulant project. 
 
Mr. Ouellette answered that he would need to look back to see what we have done with 
stimulants. It depends what sort of information you are looking for. 
 
Ms. Palow added that we did do some reviews last year on patients that were on multiples. 

 

NEW DRUG UPDATES 

 
 

Omontys- Common name- Peginesatide injection in the PDL Category: Erythrpoeitins the 
recommendation is for it to be Non-Preferred. 
 Vote: Recommendation accepted 
 
Potiga- Common name- Ezogabine in the PDL Category: Anticonvulsants the recommendation is 
for it to be Non-Preferred. 
 Vote: Recommendation accepted 
 
Qnsal- Common name- Belclomethasone Dipropionate in the PDL Category: Anti-asthmatic-
Nasal Steroids the recommendation is for it to be Non- Preferred. 
 Vote: Recommendation accepted 



 
Zioptan- Common name- Tafluprost in the PDL Category: Ophthalmic Prostaglandins the 
recommendation is for it to be Non-Preferred. 
 Vote: Recommendation accepted 
 
Jentadueto- Common name- Linagliptin and Metformin HCL in the PDL Category: Diabetic-DPP-4 
Enzyme Inhibitor-Combo the recommendation is for it to be Non-Preferred. 
 Vote: Recommendation accepted 
 
Kalydeco- Common name- Ivacaftor in the PDL Category: Anti-asthmatic-CFTR Potentiator the 
recommendation is for it to be Non-Preferred. 
 Vote: Recommendation accepted 
 
Oxecta- Common name- Oxycodone in the PDL Category: Narcotics, Misc. the recommendation 
is for it to be Non-Preferred. 

Vote: Recommendation accepted 
 
Jakafi- Common name- Ruxolitinib in the PDL Category: Cancer the recommendation is for it to 
be Non-Preferred. 
 Vote: Recommendation accepted 
 
Erivedge- Common name- Vismodegib in the PDL Category: Cancer the recommendation is for it 
to be Non- Preferred. 
 Vote: Recommendation accepted 
 
Janumet XR- Common name- Sitagliptin and Metformin HCL extended-release in the PDL 
Category: Diabetic-DPP-4 Enzyme Inhibitor the recommendation is for it to be Non-Preferred. 
 Vote: Recommendation accepted 
 

 

ADJOURNMENT: 8PM 

 
The next meeting will be held on September 11th, 2012. 
 

 


