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	AGENDA ITEMS
	PRESENTER
	OUTCOME/ACTIONS

	CALL TO ORDER
	Phil Petersen, M.D.
	Dr. Petersen called the meeting to order.

	Committee Business

· Roll Call 
· Reading of Mission Statement

· Approval of Minutes from January 15, 2010  Meeting

· Announcements

· Key Questions


	Phil Petersen, M.D.

Phil Petersen, M.D.

Phil Petersen, M.D.

Tami Eide, PharmD

Tami Eide, PharmD


	Dr. Petersen completed the roll call and called the meeting to order.

Dr. Petersen read the Mission Statement.

There were no corrections. The January 15, 2010 meeting minutes were accepted as proposed.

Dr. Eide announced Bob Faller’s departure from the Department of Health and Welfare and the P&T Committee.  The Committee thanked Mr. Faller for all of hard work and dedication to the Committee.  He will be missed.

Dr. Eide presented the following Key Questions:

Controller Medications for Asthma

Non-steroidal Anti-inflammatory Drugs (NSAIDs)


	Public Comment Period

Drug Class Reviews and Committee Recommendations

· Review of Statin Utilization Patterns 

· Pharmacologic Treatments in ADHD
· Analgesics, Narcotics Long-Acting

· Analgesics, Narcotics Short-Acting

· Anticonvulsants

· Antihistamines, Minimally Sedating
· Proton Pump Inhibitors


	Phil Petersen, M.D.

Bob Faller, Medical Program Specialist

Steve Liles, PharmD

Provider Synergies 

Marian McDonagh, PharmD

OHSU EPC

Steve Liles, PharmD

Provider Synergies

Steve Liles, PharmD

Provider Synergies

Steve Liles, PharmD

Steve Liles, PharmD

Susan Carson, MPH 

OHSU, EPC


	​​​​

Ten (10) people signed up to speak during the public comment period.  Public testimony was received from the following speakers:

Speaker

Representing

Agent

Class

Dr. Rob Wechsler

St. Luke’s

All

Anticonvulsants

Dr. Dan Marsh

St. Al’s Pain Clinic

Embeda

Analgesic Narcotics, Long-Acting

Dr. Larry Green

self

Treximet

Antimigraine Agents, Triptans

Dr. Larry Green 

self

All

Multiple Sclerosis Agents 

Dr. Sandra Thompson

self

Lyrica

Anticonvulsants

Dr. Sandra Thompson

self

Embeda

Analgesic Narcotics, Long-Acting

Caleb Simpson

self

All

Multiple Sclerosis Agents 

Heather Hub

National MS Society

All

Multiple Sclerosis Agents 

John Sullivan

self

All

Multiple Sclerosis Agents 

Kim Escabedo

self
All

Multiple Sclerosis Agents 

Laura Litzenberger

Ortho McNeil-Janssen

Nucynta

Analgesic Narcotics, Short-Acting

Review of Statin Utilization Patterns 

Dr. Liles provided a review of the utilization patterns of the different agents in this drug class broken into their different doses and strengths.  Dr. Liles reminded the Committee that Lipitor is scheduled to go generic in 2011.

Committee Recommendations
The Committee suggested sending out the utilization and comparison of dosage and strengths as it was presented in today’s meeting in a DUR newsletter.  The Committee recommended preferred criteria of failure of a simvastatin and/or a LDL criterion to start with the higher dose Crestor or Lipitor.  The Committee recommended Liptor 80mg exempt from the failure of generic criteria.

Pharmacologic Treatments in Attention Deficit Hyperactivity Disorder (ADHD)
Dr. McDonagh provided an overview of Drug Effectiveness Review Project (DERP), ADHD Update #3, completed September 2009.  The review includes 71 new studies since the last review, 10 of which were head-to-head trials.  In general no conclusions about comparative effectiveness of different drugs for ADHD can be made.  An adjusted indirect meta-analysis found that shorter-acting stimulants, longer-acting stimulants and atomoxetine groups had significantly higher risk of appetite loss and sleep disturbances relative to placebo, but indirect comparisons suggest no significant differences between drug types.
Committee Recommendations
This drug class is not up for review until August 2010.  Dr. Liles will provide an update of this class at that time.  The Committee will make no recommendations at this time.

Analgesics, Narcotics Long-Acting
Dr. Liles provided an update of two new products Embeda (MS/ER naltrexone) and Ryzolt (tramadol ER).  There was no other new significant clinical data to share with the Committee.

Committee Recommendations
The Committee felt there were no evidence based differences to support any changes to this class.   They did not feel there was enough data currently available to show a decrease in abuse potential with Embeda.
Analgesics, Narcotics Short-Acting

Dr. Liles provided an update of two new products Onsolis (fentanyl buccal) and Nucynta (tapentadol), as well as one clinical trial for Nucynta vs. oxycodone. 

Committee Recommendations
The Committee recommended removing propoxyphene/APAP as a preferred agent for safety reasons.  The Committee recommended Nucynta should remain as non-preferred until more safety data is available.  The Committee also recommended all combination drugs only be preferred if they contain acetaminophen 325mg or less.  

Anticonvulsants

Dr. Liles provided an update of new generic formulations for carbamazepine ER (Tegretol XR) and divalproex ER (Depakote ER), as well as new dosage forms of Lamictal XR (lamotrigine ER) and Keppra XR (levetiracetm ER).  Dr. Liles also provided an update on three (3) new drugs in this class, Vimpat (lacosamide), Sabril (vigabatrin) and Banzel (rufinamide).

Committee Recommendations
The Committee recommended continuing to allow brand names as preferred for patients with a diagnosis for epilepsy that have been receiving brand name and are stable and compliant.  Criteria for off-label use should remain.  Generics are recommended for new epilepsy starts and off-label indications. 
Antihistamines, Minimally Sedating

Dr. Liles provided information on the new indications for Xyzal for perennial allergic rhinitis and uncomplicated chronic idiopathic urticaria and the Guidelines – American Academy of Allergy, Asthma and Immunology (AAAAI) (2008).  There was no other new clinical data to share with the Committee.

Committee Recommendations
The Committee felt there were no evidence based differences to support any changes to this class.  

Proton Pump Inhibitors

Ms. Carson provided an overview of DERP Proton Pump Inhibitor Review update #5, completed May 2009.  I  In   In gene3rIn general, there is very little evidence there are any important differences in the effectiveness or safety of the five PPIs in the general population, or in relevant subgroups.


	· Sedative Hypnotics 

· Ulcerative Colitis Agents 

· Immunosuppressants (new class review) 

· Skeletal Muscle Relaxants

· Otic Antibiotics
· Multiple Sclerosis Agents
· Impetigo Agents, Topical 
· Hepatitis C Agents
· Growth Hormone
· Antimigraine Agents, Triptans
	Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD


	Committee Recommendations
The Committee felt there were no evidence based differences in efficacy or safety to prefer one (1) agent over another.  They felt these agents were therapeutically interchangeable.  

Sedative Hypnotics 

Dr. Liles provided an update on the new dosage form, Edular, zolpidem sublingual.  Dr. Liles also reviewed one (1) new clinical trial on ramelteon (Rozerem) for chronic primary insomnia.  There was no other new significant clinical data to share with the Committee.

Committee Recommendations
 The Committee recommended triazolam be removed as a preferred agent for safety reasons.  They did not feel the evidence otherwise supported differences in efficacy, effectiveness or safety.

Ulcerative Colitis Agents 

Dr. Liles provided an update on three (3) new products Apriso (mesalamine ER), Asacol HD (mesalamine DR) and sfRowasa (sulfate free mesalamine enema).  There was no other new significant clinical data to share with the Committee.

Committee Recommendations
The Committee felt there were no evidence based differences to support any changes to this class.  

Immunosuppressants (new class review) 

Dr. Liles provided a review of indications and black box warnings.  Dr. Liles also reviewed significant clinical trials on cardiac transplants, hepatic transplants, renal transplants, psoriasis and rheumatoid arthritis.

Committee Recommendations
The Committee felt that this was a class that required the clinical expertise of specialists and at least one (1) product for each drug be preferred without restriction.

Skeletal Muscle Relaxants

There was no new significant clinical data to share with the Committee.
Committee Recommendations
The Committee felt there were no evidence based differences to support any changes to this class.  They felt in most cases generics should be preferred and recommended maintaining the current clinical criteria for curisoprodol. 
Otic Antibiotics

This class has been expanded from only fluroquinolones to all otic antibiotics.  Dr. Liles provided an update on one (1) new product Cetraxal (ciprofloxacin 0.2%) and two (2) clinical trials. 
Committee Recommendations
The Committee concluded the evidence did not support differences in safery or efficacy.  The Committee recommended at minimal to have at least one (1) steroid containing quinolone, one (1) non-steroidal containing quinolone and one (1) Cortisporin product as preferred.  The preferred agents should be chosen based on utilization patterns. 
Multiple Sclerosis Agents

Dr. Liles provided an update on one (1) new product Extavia (Interferon Beta-1b).  There was no other new significant clinical data to share with the Committee.
Committee Recommendations
The Committee recommended that all agents be preferred because of patient differences in response and tolerability.  Since Betaseron and Extavia are the exact same product, they recommended that the least cost effective product be non-preferred.
Impetigo Agents, Topical 

There was no new significant clinical data to share with the Committee.
Committee Recommendations
The Committee felt since there is no comparison evidence between mupirocin and Altabax, generic mupirocin be designated the only preferred agent.
Hepatitis C Agents

Dr. Liles provided a review of the American Association for the Study of Liver Diseases (AASLD) Guidelines (2009) and two (2) new clinical trials. 
Committee Recommendations
The Committee felt there were no evidence based differences to support any changes to this class.  

Growth Hormone
There was no new significant clinical data to share with the Committee.
Committee Recommendations
The Committee felt there were no evidence based differences to prefer any formulation over another.  They felt the current criteria for prior authorization should be maintained.
Antimigraine Agents, Triptans 
Dr. Liles provided an update on new indications for almotiptan (Axert) and reviewed one (1) clinical trial for Treximet.  There was no other new significant clinical data to share with the Committee.
Committee Recommendations
The Committee felt the evidence did not support differences in efficacy, effectiveness or safety.  The Committee recommended having at least one (1) agent of each dosage form as preferred.  They did not feel Treximet had adequate evidence to support superiority over separate Triptan and NSAID components.  


	Pharmacy and Therapeutics Committee

Public Comment

February 19, 2010




Robert Wechsler, MD
Good morning, I’m Dr. Robert Wechsler.  I’m the Medical Director of the Idaho Comprehensive Epilepsy Center at St. Lukes.  I’m also Chair of the Professional Advisory Board for the Epilepsy Foundation of Idaho.  So I’m here representing my patients, I’m not here representing any individual company or product.  I see probably more Medicaid patients than a lot of general neurologists in our community.  We do not restrict access in my private practice based on insurance.  I usually don’t even know what insurance they have when I see them.  I also do the seizure clinic at the Idaho State School, and when I was here last year, I told you about some observations we made.  You guys have given me access to all the different anti-epileptic drugs in all their formulations for the past four or five years, and using that at the Idaho State School, we’ve reduced our seizure emergencies by about 80%.  We haven’t had a hospitalization for a seizure emergency in two years and it’s all because of the access you guys have granted me.  We presented that data at the American Epilepsy Society meeting in December, and we’re now preparing a paper on it that we’re going to submit.  The generics issue has become a hot topic in the epilepsy world, because a number of anti-epileptic drugs have gone generic just in the last couple of years.  Along the way, there have been a number of studies that have come out, indicating that epilepsy seems to be different, that these drugs seem to behave in a narrow therapeutic window way in this disease state.  Some of these studies have come out of Canada, where they do forced generic substitutions and what’s been shown is that the switchback rates for anti-epileptic drugs back to brand name ranges from 20-40%, depending on the study you look at, whereas the switchback rates for medications that are not related to epilepsy are generally less than 10%.  So there is a difference with epilepsy as compared to other disease states.  The other thing that came out of these Canadian studies is an increase in overall health care cost with some of these substitutions.  When they look at switching and total health care costs, not just medication cost, the average total health care cost actually goes up with the switches.  In one study from 2007, they specifically looked at lamotrigine.  The generic group had a total cumulative health care cost higher by 1700 Canadian dollars per year per patient.  What happens is that when we make these switches and when these switches happen automatically without physician involvement, many of the patients do okay, but some of them have emergencies.  Some of them have catastrophes and they rack up huge bills that offset the cost savings across the population.  Last year, I gave you two examples of that.  I had a 75-year-old lady I take care of who had a formulation change without my authorization and went into status epilepticus and spent a week in the intensive care unit at St. Lukes.  Another week in the hospital recovering, and then three weeks in subacute rehab, racking up a total health care bill of close to $200,000.  We’re going to have to change a lot of people to generics to make up that cost for our society.  I told you about another young man here in town who, with his generic switch; he had been seizure-free for a year and a half and within a week of the switch, had a breakthrough seizure that caused him to crash his car head-on into a truck.  These changes have consequences, and when we make them for economic reasons, we need to make them in a controlled way.  We need to be involved in the decision making process as physicians, we need to know that the change is happening, and we need to have the opportunity to check serum levels before and after the change.  In the absence of that, these switches can be dangerous.  So I’m not opposed to generics.  I think they have their place.  I will tell you that the American Academy of Neurology has come out with a position statement, stating that substitutions between formulations should not be made without the physician being involved, so what I’m asking you to do is leave these drugs on the list so that I have access to them, and trust me when I tell you that with that access, I can do well for our patients as I have done at the State School.  Our cost, with all those changes, we tracked our total cost at Idaho State School for anti-epileptic drugs, getting people off of older drugs with them that are enzyme-inducers that can lead to drug interactions, simplifying the drug regimens, while we reduced our emergencies by 80% and while we eliminated ER visits, our costs stay flat.  So it can be done, and I ask you to let me keep doing it.  Thanks.

Question
Could you comment on the difference between when you switch someone that is stabilized on a brand name to a generic versus when you start someone out on a generic?

Robert Wechsler, MD
Absolutely.  I personally have no problem with starting someone out on a generic when they’re currently on no medication.  What I ask them to do is speak to their pharmacist if they’re going to be on a generic to ask that the switches from manufacturer to manufacturer to manufacturer be avoided, and what I tell my patients is that, as consumers, they can always vote with their feet, and if their pharmacist tells them that they are unwilling or unable to do that, or prevented by corporate policy from doing that, they can always take their business elsewhere.

Question
The switches you mentioned earlier, were any of those a change in Medicaid formulary that brought that on?

Robert Wechsler, MD
No.  Neither of those; the older lady is Medicare/Medicaid dual and then the gentleman was not. 

Question
So what I am hearing is that it would be important if we are going to have any restrictions theses particular drugs that should happen with full grandfathering of those existing drugs when switching regiments is being requested because I understand that actually you’re describing a problem that’s far more common in the private market than it is in Medicaid because so much of our products get grandfathered.
Robert Wechsler, MD
Yeah.  Yeah, that is an important issue, but an interesting example from the private insurance market:  Wellmark Blue Cross/Blue Shield of Iowa recently sent a letter to their patients with epilepsy stating that there was a summary of some delivery charges presented to you in the medical letter, and that based on this, they were putting brand name of, it was Keppra, Lamictal, and Topamax back on the formulary and, in addition to patients that chose to stay on brand name even though the generic switch was recommended, they are, without any prompting from the patients, sending a reimbursement check to make up the difference retroactive to April of 2009.  So what does it take for a private insurance company to step up and say “Oops, and by the way, we’re sending you your money back.”.  To me, that was kind of a strong statement of how important this issue is in the epilepsy world.  

Question
A lot of this is being determined at the pharmacy level. 

Robert Wechsler, MD
It is.  The difficulty is that for any one of these drugs, there may be a dozen, two dozen different medications, and under, we’re actually working to try and get some legislation passed in Idaho that would require physician notification for epilepsy patients when these switches are made, but under the current standard of care, these switches can be made at the pharmacy without the physician ever knowing about it, and that’s dangerous.  Thank you.

Dan Marsh, MD

Hi.  I’m Dan Marsh.  I work at St. Alphonsus Pain Clinic.  We have a significant portion of Medicaid patients that we take care of.  Some of the issues that we face on a regular basis are drug addiction problems, drug diversion problems, and a lot of the medications that we have to use, and parenthetically, I just came back from the American Academy of Pain Medicine and we do still have a mandate for treating chronic non-malignant pain in all populations, but also even when we’re faced with psychiatric co-morbidities and drug addiction.  So we do see a lot of Medicaid patients, and I find that that population in particular has a lot of young people with chronic pain issues, and you would ask yourself “Why is that, why is it a significant portion or amount of pain problems?” and I think it’s because poor decision making, drug addiction problems, alcohol problems, they end up having injuries, and then we see them, and the drugs that we have to use, oxycodone, morphine, extended-release morphine, immediate-release, these all have methadone.  They are dangerous drugs and a lot of times, they have the ability to be abused and they have the ability to be deferred.  So one of the new classes of medications that are out is abuse-deterrent, long-acting drugs.  Oxycodone has one coming down the pike, fentanyl is less abusable.  There are no morphine products, except for Embeda, which is a new medication.  It’s essentially similar to Cadian which is on your formulary, except that it now has naltrexone built into it and, as such, it’s a drug that is less divertible, which to me is a great benefit because we have a lot of liability in seeing this population and it takes a lot of energy on our part in order to make sure they’re taking their medications as prescribed, that they’re not abusing them, and so this is a significant advantage for us and for the patient, because we can feel more confident that we’re giving them a medication that they’re going to take and that it’s not going to end up in someone else’s pocket down the road.  So I would encourage you to really consider this trade drug, Embeda.  There are fewer and fewer pain clinics that are willing to take care of this population because of the work involved and so this would be a good advantage for us and also for the patients.  Thank you.  

Question
You’re representing Embeda?

Dan Marsh, MD
Oh, I am not representing Embeda.

Question
But it indicates that you’re on your sign in.
Dan Marsh, MD
Well, I’m not being paid to represent it.  I’m suggesting that that drug be considered for your formulary because of the advantages I mentioned.

Larry Green, MD
Good morning.  I appreciate your allowing us to come and give our two bits today.  I’m an adult neurologist.  I’ve been in practice for 30 years.  I was formerly the Director of the Epilepsy Clinic at the State School until my friend, Dr. Wechsler, took over and did such a great job.  As an adult neurologist practicing in Nampa for 30 years, I’m no longer a neurologist, I’m an old neurologist, and that qualifies me to stand up here in front of you and discuss perhaps two issues, and so I don’t know if that gives me eight minutes or four minutes to do both.  One has to do with migraine management.  I don’t know how many of you here have migraine.  It doesn’t kill anybody, and so consequently for a lot of physicians, it’s not a critically important condition to treat, but in my practice, it is.  40% of my practice is migraine.  I probably do more than anyone in the valley, and I do see Medicaid.  I usually restrict it to Canyon County West because many of my colleagues here in town do not, in fact, see Medicaid, so we had to sort of shut off that flow to our office and I feel that I can certainly do my share, but I’m not going to do everybody else’s.  What I’m here for is to talk about a compound that’s not readily available on our formulary for our disadvantaged patients, and that’s Treximet.  I’m not being reimbursed today for that product, but I use that product when I can and I think it is an excellent product.  In the migraine pathophysiology, it’s important to get a triptan into the system as quickly as possible.  You have a number of triptans that are available on the formulary.  Most of these are slow-dissolving tablets.  In a migraine patient, their stomach is paralyzed, so there is a very slow dissolution physiology that occurs there.  When you look at this compound, it’s called Treximet, it’s a combination of an NSAID and the old Imitrex that is available.  Imitrex that is currently available is a very fast, almost an Alka-Seltzer dissolving type tablet, and when you combine these two products of the Imitrex which is a fast dissolving product with the naproxen sodium that’s there, you change the pharmacokinetics of these compounds.  In other products that you have that are combination products, you don’t change the pharmacokinetics, but in this particular product you do, and you shift the Tmax which for some of you is the maximum amount of the compound in the bloodstream to the left or more quickly by 30 minutes.  It is the fastest onset of any of the triptan products.  When you also then combine the naproxen with this fast dissolution ability, then the naproxen Tmax actually shifts to the right about 6 hours, which approximates prostaglandin production in the physiology of what we know about migraine.  In early migraine, neuropeptide release causes vasodilation, subsequent resulting in a lot of prostaglandin production, and most of you, even if you’re not treating migraine and you’re only treating kids, you know what prostaglandin can do to the body.  We’ve discovered that the brain can produce massive amounts of prostaglandin and accounts for a lot of the 2-, 3-, 4-, and 5-day duration headaches which, in my clientele of Medicaid, wind up going back and forth to insta-cares, and quick cares, and emergency rooms, also results in if a different type of headache or intensity of headache, it also results in multiple CT scans that are probably inappropriate.  This drug, I find works very well in those patients who are maximizing the amount of short-acting triptans that they’re taking.  Migraine patients are very coveting of the drugs that they take, and if they’re only allowed six pills and they’re having ten headaches a month, they will hold back until the pain gets so intense they take it, and we know that the efficacy of any of the triptans in that situation will fall dramatically.  So when you look at the rapid onset of this compound in relationship to then the prolonged prostaglandin inhibition, you have a number of things that happen.  First of all, you get the best success rate and the fastest onset of any migraine preparation, and as one of our migraine specialists out of Seattle said, “This really ought to be treated as a separate entity, as a separate drug and not as any of the other single triptans”.  What you also find is that as you look at the success rate of this drug in comparison to the need for rescue medication, i.e. visiting emergency rooms, visiting doctor’s offices, quick cares, inst-cares, those kinds of places, we find it has the lowest need for rescue medications; around 22% versus 40% and 50% for the other triptans.  What you also find is that when you combine these two drugs, and if you remember the Vioxx situation which many of you do, the GSK took quite a bit of a risk at putting these two compounds together, because all NSAIDs have black box warnings, and so when you combine this particular NSAID of naproxen sodium with the Imitrex, the reason it’s an 85 mg dose in that preparation, is because that combination with 100 mg of Imitrex gives you blood levels almost equivalent to injectable Imitrex.  So at that particular time, there was not much understanding as to what the risks might be for severe cardiovascular consequences, so that’s why you have 85 mg.  If you look at the two large safety studies that were required by the FDA in order for this drug to be passed, and it took a couple of years beyond when we thought it was going to come out, it was because of this safety combination.  What we found was is that in the almost two-thirds of those who did receive headache-free relief in two hours that lasted 24 hours, over 70% of those people only needed one pill, and the other 30% needed two.  So in my practice when I’m able to use this medication, I find that patients don’t have to go to the extent and hold on to their medication.  They get much better relief much quicker.  Now, people don’t die from migraine.  If people dropped dead in five migraine headaches, we’d be pushing this issue quite a bit, but a lot of docs don’t think as migraine as being very severe, but if you’ve ever experienced migraine, you’ll know that it is horrendous.  I don’t know how many of you here have migraine headaches, but I find the least compassionate doctors are those who have never had a migraine.  So what I’m asking for is that you consider this product on the formulary.  Whether or not you want to go ahead and have it as a prior authorization, the problem with that is that you can never really obtain the statistical data that you need to know whether or not it is, in fact, financially profitable for the state to use this versus the other triptans.  The other thing that’s really interesting is when you look at the psychological use of medication on any drug, and those of you that have a patient who has a medical condition for which you would like them to use two drugs at one time, they invariably do not do so.  They’ll come back and have used one, didn’t work, they’ll use a second one, didn’t work, but they don’t bother to take both of them together.  There’s a 10% success rate of your patients taking both drugs that you’ve asked them to do at the time of their particular event.  When you’re using Treximet, this combination’s already there, they kind of have no choice, so that’s my approach.  I’m not being reimbursed today by GSK, although I am on their Speaker Bureau and I’m fortunate in that they allow me to do a lot of migraine training for physicians who, many of them don’t really have much interest in treating migraine.  So do you have questions on that at this point?  Yes?

Question
I don’t have migraine, but my wife does.  She figured out, long, long before this product came out, that if she took her triptan [unintelligible] it worked better with less rebound and my question is that if you told her to take anything for her migraine, she would.  Do we have data specifically on migraine that patients don’t take both medicines, or is that kind of generalized.  I’m just curious because when hen this product came out, that was the first thing that I thought of is that, “Gee, my wife does that already”.

Larry Green, MD
Right.  And I agree.  I don’t know that there is any other data for any other preparations for that, I think that was just a psychological observation that happens.  I would agree with you.  Migraine is an incredibly painful situation if you’ve ever treated viral meningitis patients, you can see how miserable patients are, and really what you’re dealing with is a sterile meningitis is what you’re dealing with, and migraine patients will, often times in unfortunate situations, be driven to the situations that Dr. Marsh alluded to and to use opiate medications which we know can, in fact, aggravate migraine.  I do a lot of that training for medicine over use headaches in migraine, but to answer your question, and one of the issues that arises that we all have to consider is the liability issue is, is that the reason why the FDA required two full, multi-center studies over approximately two years on the safety feature of putting these two compounds together, makes me a little leery of using any kind of an NSAID with any other kind of triptan because you just simply do not know what sort of reactivity you’re going to have in that individual that has silent coronary artery disease, so this is the only FDA-approved combination, and because of that, you’re not likely to see another triptan-NSAID, be it either COX-1, COX-2 combination come down the line because of that potential risk factor.

Question
I would just comment that I did have one migraine patient who did ended up committing suicide, so it can be life threatening. 

Larry Green, MD
That’s right.  That’s right.  There was an issue here in Utah here a few years ago of a young lady that did the same thing.  So what I’m asking for is that you seriously consider this and I’ll be bold enough to ask you to perhaps remove prior authorization for a limited period of time you can actually determine utilization of this particular triptan product over the others.  

If there’s no other questions and I have my other four minutes?  All right.  Either that, I can just go sit down and somebody else can come up and I can get back up again.  Okay.  
I’m also here for my MS patients.  I am as much a physician, Medicare-oriented as any, and I am a very strong patient advocate, and I do a lot like what Dr. Wechsler said, I don’t often look at what their insurance coverage is when they come into my office.  I treat everybody the same.  One of the things that I treat, the other 40% of the 80% that occupies most of my practice, is multiple sclerosis.  Multiple sclerosis is an autoimmune disorder that’s induced by some sort of an infectious agent earlier in life.  There’s probably some genetic component to it also.  The clinical presentation and course of multiple sclerosis is consistently different from patient to patient and even though we can do some generalities about the progression of the illness, it is not a killing illness; it is a chronic debilitating and crippling illness.  What I’m advocating is, is that in your course of the drugs that you now have, to your wisdom, opened access to that you maintain that open access.  We’re using interferon products and most of you don’t realize that when you take an interferon, you get flu-like symptoms and that’s the reason why you feel like you have the flu when you get the influenza virus.  It’s not the virus that’s doing that to you, it’s the interferon that your body is producing that makes you feel like you have the flu, so consequently when we give interferon products, be it either high dose or low dose, high dose being equated more on the frequency of the injection versus the once-a-week type of injection, that patients experience a lot of flu-like symptoms.  The tolerability issues become insurmountable in some of these cases and why some patients will tolerate a high dose of this therapy and not a low dose and vice versa is an enigma to me, and to limit the particular interferon class to just one particular compound, I think would do our patients a serious injustice.  I don’t know about you, when you have a clinical entity that you treat long term that makes the patient feel worse than the disease entity itself, I can tell you, you have a tough time convincing these people for adherence to their therapy, and if you don’t have any of those kinds of medical entities in your practice, I’m envious of you, because it is a major chore to keep these people on their medications, and not just compliance, but the term adherence becomes very important, and when you have tolerability issues, even though the efficacy of the disease state may be controlled, and you have severe tolerability issues, then you have a real problem, and without full access across the board to these drugs, a lot of these patients go untreated.  We know that the earlier that you treat and the more consistently that they stay on their medication, the less crippling and disabling that this disease is.  Do I have any questions at this point perhaps?  I’ve asked for open access.  I’d prefer a high dose, and when I say “high dose” I don’t mean an individual dosing, I mean the collection of dose throughout a whole week, whether it’s a low dose three times a week versus once a week.  I prefer a high dose and a low dose, and then the non-interferon product, Copaxone, as absolutely necessary for across the board treatment of this.  Do you have any other questions?  Okay.  Thank you very much.

Sandra Thompson, MD
Good morning.  I’m Sandra Thompson.  I have a solo practice in pain management, and I’d like to compliment Dr. Wechsler and Dr. Green for continuing to see Medicaid patients without screening, because I have not been able to do that because of two things that I’ll say.  I’m here to represent two medications, Lyrica is the first medication that I’ve used for diabetic peripheral neuropathy and fibromyalgia, and my only request regarding that drug is to continue to keep it on the formulary for any patient.  The second drug that I’d like to speak about is Embeda.  It’s a fairly new drug and I have an example of a patient that I’d like to talk to you about for two reasons; one because that drug was denied for this patient, and the other reason is that it took several man hours to actually try to attempt to get authorization for that patient.  I’m going to say this patient’s name is Susan Jones.  She is in her 30s and she’s been a patient of mine for seven years.  She was a patient of mine when I was at St. Alphonsus at their pain center, and she came with me to my solo practice.  When I first started taking care of her, she was not a Medicaid patient, but she was in a motor vehicle accident prior to seeing me the very first time.  She had fractured her right arm, both her legs, and her back, so she had hardware in her back, her arms, and her legs, one arm, and she was suffering from severe chronic pain.  She came to me on a long-acting drug that I didn’t think a young patient should be on, given that she would be on it for her life, and I tried a lot of different procedures to try to minimize her pain so that I could reduce the narcotics she was on.  Anyway, she was switched to Medicaid because of financial reasons; she wasn’t able to work, and I switched her to morphine extended-release, because that’s something that Medicaid allows me to do.  When I moved to my solo practice, we started to use urine tox screens both to help manage patients, but also to determine patients who were diverting medications or abusing their medications, and I have to say that the Medicaid is a very difficult population in patients in pain management.  They often will divert and they often will abuse their medications.  When her test results came back, her morphine level was many, many, many times more than it was supposed to be, and that includes the metabolite as well.  My first thought before I saw the metabolite result was that she was diverting and that she knew that she was having a urine tox screen, by the way she has a cystoscopy too, so I thought she just got it in the bathroom because we don’t actually watch them put their urine into the cup, but they bring it to us and we seal it in front of them.  I thought she had probably laced her urine sample with some morphine just to say it was positive and she was diverting the rest, because it was such a high amount.  So I got on the phone with a toxicologist and he couldn’t really offer me an explanation, so I thought “okay, we’ll re-do it”, so when she came in again, we did it.  I told her it was high, I told her she needed to take it the way it was prescribed, so she knew that we were checking.  When she came in, it was the same result, pretty similar, so I confronted her and what she had been doing, and I have no idea for how long, but she was crushing her pills before she took them.  I didn’t think that I could transfer her care to any other provider given the circumstances I don’t think that she would have been accepted by anyone else.  She does have pain, so I couldn’t detox her, because she needs to be on something for pain, and the nonsteroidals would not cover her pain well, so I made a deal with her.  I said “okay, I will give you your medications a week at a time with urine checks.  Every week you come in, and in the meantime I will try to ask Medicaid if they will give you this new drug that would deter you” so she knew that if she crushed it, it would be a deterrent. My office staff spent many, many hours trying to get authorization for this drug and were denied.  Well I can’t see this patient anymore because it puts my practice in jeopardy, and so I discharged her and suggested to her that she go to Intermountain for care to be detoxed.  I’m embarrassed to say that I haven’t followed up because I have nothing to offer this lady, other than to have her back in my practice and she’s going to do the same thing, so I urge you to consider Embeda for patients like her, and there are many, many Medicaid patients like her who abuse their medications.  Thank you.  Any questions for me?  Thank you.

Caleb Simpson
I’m Caleb Simpson I work for an insurance company, but I’m not being compensated by them to be here today.  In fact, I help people who are on Medicare, many of whom obviously are duals; Medicare and Medicaid, so on their behalf and on friends of mine who are on Medicaid’s behalf, I would like to thank the United States of America and the great State of Idaho for assistance with the cost of medications for people who need it.  I’m really here, though, in addition, because I have multiple sclerosis and I really appeal for the open access like Dr. Green said.  I just ask you to keep it open access instead of instituting some step therapy requirements or making us try lower cost ones to save money, when really every MS case is so much different.  I was captain of the basketball and baseball team my senior year of high school and a year later, was diagnosed with MS.  I’ve watched my disability go down from that to all the way down to 2005 I was in a wheelchair actually.  It was at that time in 2005 that I talked to my neurologist about a new option for my drug and found one that worked.  It works for me and my progress was quick and I still walk funny if you saw me walking out the door, I walk a little out of balance, but that’s easy to put up with as opposed to a wheelchair confinement, so please leave it up to the doctors and their patients finding their right medication for them as opposed to instituting some rules and requirements to save money.  I know that money’s important, but that’s my request.  Thanks.

Heather Hub
I am Heather Hub, I’m with the National Multiple Sclerosis Society.  I’m here to represent the 2,000 people living with MS and the physicians that treat them.  Our national clinical advisory board issues the following statement I need to read:  “We recommend that all FDA-approved agents should be included and that it should be up to the physicians of the patients to determine the most appropriate agent.  We feel that failure to do so is unethical.”.  Of those 2,000 people I often hear from, the hardest thing is staying on medications and dealing with the side effects that Dr. Green has stated.  Often, it’s not if they can handle the MS and the symptoms, it’s if they can handle the flu-like symptoms.  As the daughter of a person with MS that has flu-like symptoms once a week, we lose an entire day of her week every week just because she stays on her medication.  We ask that you keep all the formularies on Medicaid.  Thank you.

John Sullivan
Hi.  Thank you for having me here.  I’m John Sullivan.  I’m representing myself and MS patients.  I was diagnosed with MS twelve years ago.  During that twelve years, I’ve done 9.5 years of Avonex and I have done 2.5 years of Tysabri.  I’m here advocating for the open access.  During the determination period of which medication’s best fit my needs, lifestyle and disease management, we evaluated, my neurologist and I evaluated, many drugs, all the formulary drugs out there, and decided which one was the most effective for my lifestyle, my disease management, and provided me the highest quality of life.  For me, that was Avonex for 9.5 years until that wasn’t functional management progression, and then we moved into two years, 2.5 years of Tysabri.  During those twelve years, I’ve had some great success.  I’ve worked a full-time job, I have a family, completed my BA, and I’ve ridden in many cycling events, all because we had the ability to decide which drug was best for my fit.  So again, I believe that the decision for medications should be between the neurologist and the MS patient, and not determined by legislation.  Thank you.  Any questions?

Kim Escabedo
Hi.  My name is Kimberly Escabedo.  I have MS and I’ve had MS for about eleven years.  I am a MS support group leader for Canyon County, and I have about sixty people in my group that have MS, and all of us are different because it’s multiple sclerosis and everybody’s different, and we need different treatments available to us because they affect us differently, so I’m here today to ask you to keep that open to us and our neurologists because we are different and we all take different medications.  They tell me their testimonies and stuff, and not everybody’s the same, we all take different prescription drugs and different therapies that help our situations, so I strongly suggest that we leave that open to us and our physicians.  Thank you.

Laura Litzenberger
My name’s Laura Litzenberger and I am a Medical Science Liaison with Ortho McNeil-Janssen Pharmaceutical and I’m here today to provide additional information on Nucynta (tapentadol).  You received information in your packet about Nucynta and there are some additional studies that I’d like to present to you.  Nucynta is a schedule-2 controlled substance.  It works differently than other schedule-2 analgesics as an opioid agonist, but also inhibiting the reuptake of norepinephrine.  By doing so, it has somewhat of an opioid-sparing mechanism and from clinical trials what we’ve seen is that tapentadol provides analgesia similar to oxycodone with less GI side effects.  So you have one study in your packet of information.  A second study is in a surgical pain model where Nucynta 50 mg and 75 mg provided analgesia that was comparable to oxycodone 10 mg.  All of the drugs were taken every 4-6 hours.  In that particular clinical trial, the 50 mg of tapentadol provided significantly less nausea and vomiting compared to oxycodone.  In a long-term, 90-day trial looking at specifically the safety and tolerability of tapentadol, what we found was that at, in this particular clinical trial, Nucynta 50 mg or 100 mg, patients could take compared to oxycodone 10 mg or 15 mg, was a flexible dosing, patients could take medication to the point of pain relief that they desired.  What we found was that, at equivalent doses of about 245 mg of tapentadol compared to 45mg a day of oxycodone, get equivalent pain relief but yet about a 50% less incidence of nausea, vomiting and constipation.  Discontinuations from that trial, due to the GI side effects were 8% in patients taking tapentadol and 21% in patients taking oxycodone.  Those discontinuations occurred earlier in the therapy when people would then need to go back and get a second prescription for their painful condition.  In addition, in that study over the 90-day period, patients had less dose escalation with tapentadol than with oxycodone, so the tapentadol dose over the 90 days increased 4% compared to a 12% increase in dose in oxycodone.  So what we have is a new schedule-2 opioid analgesic that has a second mechanism of action that provides somewhat of an opioid-sparing effect, so patients have the same level of pain relief that you would get with oxycodone, with significantly less GI side effects and less tolerance to the analgesic effect.  Are there any questions?  

Question
Can I just ask you the references for those two studies?

Laura Litzenberger
I can actually give you the study, or I can give you the reference right now.  

Committee
I’ve got it here too.  I can give it to you.
Question
I have a question to ask one of the presenters, the doctor who testified on MS agents, are you still here?  I have a question on agents.  We’ve got five agents listed, this is asking for your expertise, two of them, Avonex and natalizumab are interferon beta 1a or 1b.  Are Rebif and Avonex different from each other or are they basically two brands of the same product, and are Extavia and betaseron two different products, or are they the same product under two names?

Larry Green, MD
Well I can answer that easily.  The Rebif and the Avonex are, in fact, beta 1A and they are the identical compound.  What the FDA recognized, however, is that not only the dosage as I mentioned to, but also the frequency of that dosage seems to have a different biological effect and so it isn’t like low-dose aspirin and high-dose aspirin that gets two separate patents, but in this particular situation, that’s what the FDA agreed to.  Extavia and betaseron are both beta 1B.  I think they are, in fact, identical, in fact more similar to them is that they are identical as far as the dosing, the frequency, and so forth, so they are two twins basically.  What’s really important about Rebif and Avonex is, is that some patients that I mentioned earlier might tolerate low dose, but not tolerate high dose and, again high dose is more frequent like Rebif versus the once a week with Avonex and vice versa.  So my interest as an MS physician, and I see probably more MS than just about anybody else in the valley, is that I would like to have a high-dose, and my preference would be, is the beta 1A high-dose Rebif.  There are many reasons for that.  I think it’s a much cleaner drug, it has a much lower incidence of neutralizing antibodies if you develop high-titer neutralizing antibodies that will negate the effect of the drug, and I think it’s just a better product.  I often joke with my pharmaceutical reps in that I call Rebif high-dose Avonex and then I call Avonex low-dose Rebif, because again in fact they are interchangeable, but the response rates and percentage rates of success are really quite different.  So if I had my choice and I had to make a decision on all of these, I think your decision making would be between Extavia and betaseron, but neither one of those in my practice is my preference for high-dose.

Question
What if one was real cheap and one was real expensive, which one would you be ok with?
Larry Green, MD
Well I would be okay and, you know, of course some of my betaseron folks that’re here and I don’t know if there are any Extavia people are here, but I don’t use either one of those two.  So my choice of high-dose interferon therapy is Rebif and my choice for low-dose is Avonex, and if tolerability becomes an issue, then I use Copaxone if they don’t lose their skin from the daily injections.  

Question
[unintelligible].

Larry Green, MD
Right.  The once-a-week, I know we don’t consider convenience anymore, but once-a-week is very convenient.  Okay?  

Committee
Okay.  I would like to thank everybody for giving their testimony.  Why don’t we go ahead and take a break.
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