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TO:  Maine Drug Utilization Review Board    
DATE:  February 8th, 2011 

RE:             Maine DUR Board meeting minutes from February 9, 2011 

 

ATTENDANCE PRESENT ABSENT EXCUSED
Lisa Wendler, Pharm. D., Clinical Pharmacy Specialist, Maine 
Medical CTR, Chair 

X     

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

Amy Enos, Pharm. D. Waltz LTC Pharmacy  X     

John Salvato, M.D., Pediatrician  X     

Laureen Biczak, D.O., Infectious Disease, GHS  X     

Laurie Roscoe, R.Ph., Martin’s Point  X     

Lindsey Tweed, M.D., Psychiatrist   X     

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

Mike Coppi, R.Ph.    X   

Mike Ouellette, R.Ph.,  GHS  X     

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

  X   

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

William Alto, M.D.  Family Practice,  Dartmouth Family Practice 
Faculty 

    X 

Non Voting       

Jennifer Palow, Pharmacy Manager, OMS  X     

Dora Mills MD, Medical Director, OMS  X     

 
Guests of the board:  Jeff Barkin M.D., Rod Prior M.D., Ed Bosshart R.Ph. 

CALL TO ORDER: 6PM 

 

PUBLIC COMMENTS 

 Kristy Owen representing Novartis-  Gilenya non-preferred status, wondering if it will be 
discussed.  Asked board to consider the class I efficacy data showing superiority over Avonex 
with 52% relative reduction in annualized relapse rates.  If it is placed as 2nd line therapy, they 
request that it be placed after one DNT or for those patients who have delayed initiating 
therapy due to needle phobia. 
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 Dr. Daniel Barron representing Merck- Dr. Barron asks the board to retain Januvia’s preferred 
status on Maine’s PDL after Metformin.   Indicated over 20 million prescriptions have been 
written for Januvia, there is long term safety data published, long term efficacy data that’s 
already been published.  Januvia has FDA indications for concomitant usage with virtually 
every other oral hypoglycemic agent available and also has an FDA indication for concomitant 
usage with insulin.  The American Diabetes Association and The American Association of 
Clinical Endocrinologists published recommendations in 2009 for the treatment of patients with 
type 2 diabetes.  They recommend the use of insulin in certain patients and The American 
Association of Clinical Endocrinologists guidelines give the DPP4 inhibitors a very prominent 
roll because of their efficacy and safety.  Based on FDA indications and the recommendations 
of the society, many clinicians are using long term insulin (basal insulin) along with Januvia.  
Insulin, to provide basic coverage, and Januvia to provide coverage for the real time 
excursions of carbohydrate and glucose. 

 Jeff Taylor representing Warner Chilcott- Presented Atelvia, risedronate (oral bisphosphonate), 
to the board.  The original formulation is Actonel.  Found that in this class, a lot of patients 
were not compliant with the administration of their medicines.  They were taking them with food 
thereby rendering the drugs useless.  Decided to coat the drug and formulate it so that it is 
delivered into the intestine and does not create problems in the esophagus or stomach, 
thereby eliminating administration compliance issues.  Obtained FDA approval for Atelvia in 
October 2010, launched in January 2011.  Would like board to consider adding to MaineCare 
formulary.  Also patient assistance program has been updated.  Warner Chilcott reps will be 
providing samples & vouchers for patients, whatever they can do to help reduce the cost of 
their medicines.  

o Mike Ouellette asked if the vouchers & samples will be coordinated thru the providers 
office, Mr. Taylor affirmed this will be the process and they’ve been working with 
providers as far as how many samples/vouchers will be needed. 

o Lisa Wendler asked if there have been any comparative trials done with the regular 
formulation, or against the formulation.  Mr. Taylor confirmed the FDA required non-
inferiority as opposed to brand new trials.  What they found was that efficacy with 
Atelvia was actually better than the original Actonel daily molecule.  They weren’t 
concerned with efficacy as much as wanting to prove better delivery system and with 
that new delivery system they did find an increase in efficacy. 

o Lisa Wendler then asked if the same directions are still on this formulation (i.e. upright 
for 30 minutes, glass of water).  Mr. Taylor responded that the FDA requires that 
labeling for the entire class of bisphosphonates include that the patient waits at least 30 
minutes after administration before lying down; the big difference is that it can be taken 
with food, immediately following breakfast. 

o Dr. Braun asked if this formulation is to be taken weekly or monthly.  Mr. Taylor 
confirmed that this is a weekly formulation.  The majority of monthly formulations from 
this class are coming off the market.  Their objective is to increase compliance at the 
patient level, increase the ROI for the insurance companies, and to decrease regimen 
complexity at the physician level. 
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o Dr. Braun then asked if a person took this after breakfast, and just happened to lie 
down, would they get the reflux from breakfast and the side effects from Actonel.  Mr. 
Taylor responded that they did not specifically test Atelvia for the laying down for 30 
minutes but it's logical to conclude that if the enteric coating is being dissolved at a pH 
level of 5.5 in the intestine, the patient will not get the esophageal effects or the 
stomach flashback regardless of whether they lie down or not. 

OLD  BUSINESS  

DUR MINUTES FROM JANUARY 

January minutes were approved with corrections. 

PDL / PA CRITERIA 

 There was discussion about the drug Gilenya and the products that members will need to try 
and fail in order to get to Gilenya. Dr. Clifford informed the board that nearly 60% of MaineCare 
patients with MS have already tried or are on products from each of the Interferon and Non-
Interferon classes.  Dr. Wiess wanted to know when the board will be discussing if this drug 
will require a PA or not.  Discussion would require a closer look at the study data and also a 
review of current contracts.   

 Pradaxa will be revisited at the March meeting when the pharmacoeconomics are available to 
be discussed. 

PHARMACY PROGRAM INTEGRITY UPDATE 

 Dr. Clifford spoke about the State’s concerns on mail order pharmacies automatically refilling 
prescriptions, sometimes as much as 18 days early.  An audit has been done, the store is in 
the process of producing its phone record logs to show that the member or providers office 
were contacted and that it was affirmed that the medication was needed. The State is in the 
process of updating MaineCare policy, which will have a tighter refill limit on mail order scripts, 
allowing them to send out scripts 9 or 10 days early versus 18 days early.  Hopefully the audit 
will be completed by the next Board meeting. 

o There was a question asking if this was a problem with all mail order pharmacies, or 
pharmacies in general.  Dr. Clifford confirmed that the problem has been more 
persistent with one specific mail order pharmacy.   

 More discussion about the issue with Rite Aid not giving Effient to patient because it needed 
PA even when they had a prescription and could have done an override to get the member 
thru the weekend. 
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o Mike Ouellette informed the board that the problem was addressed via discussion with 
the specific pharmacy store in question.  

STATIN INTERVENTION UPDATE 

 The collaborated effort of Mike Ouellette, Dr. Weiss, and Dr. Braun drafted a new version of 
the survey form and although it was a big improvement from the last draft, still needs 
formatting adjustments.  Discussed a plan as to when the faxes will begin to be distributed, 
whether to limit the amount of faxes each physician will receive, and which member 
populations will be targeted initially. 

o Dr. Clifford suggested sending out the first wave, seeing what the response rate is 
initially, and then bring it back to the committee to review and then decide on how 
aggressive to get. 

o Dr. Weiss clarified the goals of this survey are to increase statin use where indicated 
and also assure members are being treated to goal. 

o Dr. Tweed asked the board to consider an intervention study as a starting point to 
determine if there is any benefit to survey. 

o Dr. Salvato suggested that listing statins on form so that the prescribers can just check 
the box for the drug being prescribed.  Concern that space is limited on survey. 

 

NEW  BUSINESS  

DIABETES TREATMENT GUIDELINES / ALGORITHMS 

 Dr. Clifford spoke about the previously distributed ADA and European Association guidelines 
for diabetes and how they show that basically physicians still aren’t aggressive enough at 
treating diabetes, control is still relatively poor.  Algorithms give guidance for treatment based 
on A1c values.  Practical to begin collecting A1c data to assess drug therapy for members and 
promoting better control.  At last annual meeting discussed pharmacoeconomics of diabetes 
medications.  Beyond the generic medications available, metformin and sulfonylureas, the 
insulins, especially basal insulins, are better drugs from a financial perspective for reducing 
A1c, best bang for your buck, irrespective of side effects and hypoglycemia risk. 

o Dr. Weiss raises concern of preferred use of basal insulin, ADA guidelines have been 
controversial among endocrinologists.  They support last line use of insulin after other 
oral agents, ex. Januvia and DPP4 inhibitors, are tried.  Post prandial hyperglycemia is 
associated with more negative outcomes and this is not addressed by using basal 
insulins.  Insulin can also lead to weight gain and hypertension which adversely affect 
diabetes. 
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o Specific algorithm steps were discussed with regard to when to start insulin therapy. 

o Dr. Braun expresses difficulty for providers to manage diabetes with contradictory 
guideline recommendations.  Management requires individualized therapy based on risk 
of hypoglycemia, preference of patient, and cost of therapy.  Focus should be placed on 
attaining A1c goal regardless of how it is accomplished. 

o Dr. Biczak raises issue of inappropriate prescribing of additional oral medications that 
will not get patient to A1c goal when insulin would be more appropriate. 

o Dr. Barron reports in outcome studies, none of the diabetic agents show any benefit in 
terms of macrovascular events, MI or stroke etc.  Need to consider lipids and blood 
pressure as valid factors involved. 

o Dr. Clifford suggests many members will progress to insulins in an effort to better 
control their diabetes.  Suggests giving prescribers recommendations of agents they 
have not tried and what their average reduction in A1c abilities are to help guide 
therapy.   

o Dr. Prior emphasizes importance of continuing to monitor A1c during therapy to assure 
progress towards goal.  Recognizes cost and time required to collect and report the A1c 
values even with EMAR capabilities. 

o Dr. Clifford suggests collecting A1c on only newly diagnosed diabetics, manageable 
size that would fit within the constraints of PA program.  Collect data via pre-PA process 
similar to what is done with multiple antipsychotics.  Compliance with that approach has 
been good.  Discussion extends to identifying those members with multiple oral agents 
and the purpose of collecting this data, also at what interval should the A1c value be 
required.  Many potential interventions possible. 

o Starting with patients going on to a third or greater diabetic medication for the first time 
would require submission of an A1c within 30 days.  Will then provide education to 
prescribers on therapies they haven’t tried and the A1c reductions associated with 
them, within the context of the current PDL status.  Frequency of follow-up needs to be 
brought back to committee monthly along with most frequent agents getting requests for 
and the A1c values being collected.  

o Laurie Roscoe questions if after 2 oral drugs, a PA could be required for pharmacy to 
review effective therapies options based on A1c reported.  Would need to address 
programming issues, increase in PA volume, and backlash from providers impacted.  Is 
this better than using education mentioned above to influence prescribing practices? 

o Agreed to also collect data on what agents are most predominantly prescribed as the 
third agent. 

o Mike Ouellette cautions to consider PA system limitations in identifying this population 
accurately. 

o Defer voting on this until the next meeting when have more data available. 
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ELECTION OF POSITIONS FOR NEXT TERM 

 Nominations: 

o Chair person: Dr. Robert Weiss nominated by Dr. Clifford and seconded by Dr. Biczak 

o Vice Chair person: Laurie Roscoe nominated by Dr. Clifford and seconded by Dr. 
Biczak 

FDA ACETAMINOPHEN LIMITS 

 
 Any combination tablets containing > 325mg acetaminophen per tablet will be phased out over 

a period of three years by the FDA. 

o Align PDL at annual session in October, de-emphasize these preferred products 

o Emphasize this in the next two newsletters to physicians 

DRONEDARONE (MULTAQ) 

 
 FDA concerns with liver toxicity and Multaq.   

o Maine prescribers very judicious in terms of Multaq use, very few prescriptions at this 
time. 

o Minimum of bi-annual LFTs if on either dronedarone or amiodarone in accordance with 
FDA recommendations.  

ADJOURNMENT: 8PM 

 
The next meeting is March 8th 6:00-8:00 pm.  
 
 


