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	Pharmacy and Therapeutics Committee Meeting Record

Date:  5/19/06       Time:  8:30 a.m. – 4:15 p.m.       Location:  3232 Elder Street, Conference Room D-East & West      

Moderator:  Steve Montamat, M.D.

Committee Members Present:  Phil Petersen, MD; Stan Eisele, M.D.; Stephen Montamat, M.D.; Tami Eide, PharmD, BCPS, FASHP; Robert Comstock, RPh; Donald Norris, M.D.; Rick Sutton, RPh; Catherine Gundlach, PharmD; Richard Markuson, RPh
Others Present: Selma Gearhardt, PharmD, Steve Liles, PharmD, Bob Faller, Cindy Brock, Heather Brandt, PharmD 
Via Conference Call:  Susan Norris, M.D., MSc, MPH

Committee Members Absent: Thomas Rau, M.D; William Woodhouse, M.D; Cynthia Bunde, PA (resigned)


	AGENDA ITEMS
	PRESENTER
	OUTCOME/ACTIONS

	CALL TO ORDER   
	Steve Montamat, M.D.


	 Dr. Montamat called the meeting to order.  

	Committee Business

· Roll Call

· Reading of Confidentiality Statement

· Approval of Minutes from March 17, 2006 Meeting

· DERP

· Review of Key Questions


	Steve Montamat, M.D.

Steve Montamat, M.D.

Steve Montamat, M.D.

Steve Montamat, M.D.


	Dr. Montamat called the roll.  Absent:  Dr. Rau and Dr. Woodhouse.
Dr. Montamat read the confidentiality statement.
The minutes from the March 17, 2006 meeting were approved as is.
DERP I coming to a close and DERP II will have a little different focus.  
Second Generation Antidepressants
Update #3

No changes to original questions reviewed at previous meeting.
Targeted Immune Modulators
Update #1
No changes to questions reviewed at previous meeting.

	Public Comment Period
	Steve Montamat, M.D.


	27 people signed up to speak during the public comment period.  Public comment was received from the following:

Dr. Robert Wecshler,  self. (anticonvulsants)
Dr. David Bettis—self—(anticonvulsants)

Dr. John Lilinquist—self—(TZDs)
Dr. Daniel Marsh—self—(Lyrica)

Dr. Steve Asher—self—(MS)
Dr. Nerissa Kreher—(Serono)—Saizen and Serostim
Dr. Robert Jones—Sanofi-Aventis—(Lantus, Apidra)
Dr. Alexander Karmazen—self--(growth hormones)
Dr. Christian Herter—Novo Nordisk—(Levemir)
Blenda Davis—National MS society—(MS drugs)
Dr. Charles Yonan—Amylin—(Byetta and Symlin)
Dr. Sue Miller—Novartis—(Starlix)
Dr. Lawrence Green—Ortho-McNeil—(Topomax, Lyrica, MS drugs)
Dr. Radnovich—Ortho-McNeil—(UltramER and Lyrica)
John Viel—Serano—(MS/Interferon)
Gerry Shoshita, PharmD—Schering Plough—(Zetia)
Heide Montijo—Roche—(Pegasys)
Stephen Stein—Takeda—(Actos) 

Bill Schmidt—Glaxo-Smith-Kline—(Lamictal)
Neilann Horner— Glaxo-Smith/Kline —(TZDs)
Lori Howarth, RpH—Berlex Labs—(Betaseron)

Dana Hurley, PharmD—Amgen—(Aranesp)
Sue Heineman, PharmD—Pfizer—Lyrica

David Foster—Genzyme—(Renagel)
Dr. Todd Myler—Schering-Plough—(Peg Intron)

	Drug Class Review

· Thiazolidinediones


	Selma Gearhardt, PharmD


	Dr. Gearhardt reviewed  two agents:  

Rosiglitazone (Avandia) and Pioglitazone (Actos)

Her review included the following for these agents:

Indications:  Type II Diabetes

Therapeutic uses

Pharmacology

Pharmacokinetics

Warnings

Caution on lipid abnormalities
Adverse effects

Drug-drug Interactions

Dosing
Pediatric use

	Review of Clinical Data
· Thiazolidinediones


	Susan Norris, M.D., MSc, MPH


	Dr. Norris presented the Oregon Evidence Based Practice Center evaluation on the comparative effectiveness of 
Pioglitazone (Actos) and Rosiglitazone (Avandia)
There was insufficient data to provide significant results for most areas of the key questions.  Both agents had a similar effect on A1c and the incidence of adverse effects.

	Review of Clinical Data

· Hypoglycemitc/Meglitinides

· Insulins 
· other Diabetes Treatment   Injectabes
	Steve Liles, PharmD


	Dr. Liles reviewed new clinical information since the last DERP review in 2005.  His reports included the following:  

Pharmacology
Available products

Indications

Pharmacokinetics

Clinical trials

Use in pediatrics

Adverse drug reactions

Dosages

	Review of Clinical Data

· Lipotropics, other

· Narcotic Analgesics

· Anticonvulsants

· Growth Hormones

· Drugs for Hepatitis C

· Multiple Sclerosis Agents


	Steve Liles, PharmD


	Dr. Liles presented  clinical reviews on other lipotropics, narcotic analgesics, anticonvulsants, growth hormones, drugs for Hepatitis C and drugs for Multiple Sclerosis.  The reviews included:

Pharmacology

Indications

Pharmacokinetics

Clinical Trials

Use in pediatrics

Dosages

Drug interactions

Adverse reactions

Warnings and contraindications

Suggested monitoring parameters were discussed for the anticonvulsants and Multiple Sclerosis agents.

	Review of Clinical Data

· Erythropoiesis 
          Stimulating Proteins

· Otic Antibiotics

· Phosphate Binders


	Steve Liles, PharmD
	Dr. Liles review included information on erythropoiesis stimulating proteins, otic antibiotics and phosphate binders.
Pharmacology
Indications

Pharmacokinetics

Clinical trials

Use in pediatrics

Dosing/availability

Adverse drug reactions

Drug interactions

Warning and contraindications

	Committee Clinical Discussions and Conclusions
	Steve Montamat, MD
	Lipotropics, other 
The Committee’s recommendation was to make no changes at this time.
Metglinides

No significant difference between agents.

Insulins

Nothing stands out to differentiate one rapid acting agent or one long acting from another.  Byetta and Symlin are unique agents that can not be compared to other agents.  

TZDs

No significant clinical differences noted for the two agents.

Narcotic Analgesics

The Committee noted that Tramadol should be considered in this class and there were safety issues unique to tramadol.  The Committee’s recommendation was to make not changes at this time. 
Anticonvulsants

The Committee decided to withhold a decision on non-epilepsy use of Lyrica and to have further review of this class.  Their decision on non-epilepsy use will be held over until the July meeting.  The Committee felt all agents were needed for epilepsy.
Growth Hormones

The Committee’s recommendation was to have all agents available.
Hepatitis C agents

The Committee’s recommendation was to have all agents available.

MS agents

The Committee’s recommendation was to have all agents available.

Erythropoieses Stimulating Proteins

The Committee’s recommendation was to have all agents available.

Otic Antibiotics

The Committee felt all were effective.  Neomycin compounds have more toxicity and should be recommended as non-preferred.

Phosphate Binders
The Committee felt all were effective and that a non-calcium compound should be available.



	Public Meeting Adjourned


	Steve Montamat, MD
	Dr. Montamat adjourned the public meeting and convened the Executive Session.

	Closed Executive Session


	Paul Leary, Bureau Chief of Medical Care
	Mr. Leary presented the financial data on the selected drug classes.

	Committee Final Recommendation for Therapeutic Classes
	Steve Montamat, MD
	The May 19, 2006 P&T Recommendations for the Thiazolidinediones are:

· The Committee recommends Avandia®, Actos®, Avandamet®, Avandaryl® Actosplus Met®  be designated as preferred agents.

· There were no agents designated as non-preferred.  

The May 19, 2006 P&T Recommendations for the Meglitinides are:

· The Committee recommended Starlix® and Prandin® be designated as preferred agents.
· There were no agents designated as non-preferred.  
The May 19, 2006 P&T Recommendations for the Lipotropics are:

· The Committee recommends Niaspan®, gemfibrozil generic, Colestid®, Tricor®, and fenofibrate generic be designated as preferred agents. 
· The Committee recommends Zetia®, Triglide®, Antara® and Welchol® be designated as non-preferred agents that require prior authorization.

The May 19, 2006 P&T Recommendations for the Narcotic Analgesic, short-acting are:

· The Committee recommends propoxyphene/acetaminophen generic, acetaminophen/codeine generic, tramadol generic, hydrocodone/acetaminophen generic, aspirin/codeine generic, morphine immediate release generic, oxycodone immediate release generic, pentazocine/naloxone generic, oxycodone/acetaminophen generic, codeine generic, oxycodone/ aspirin generic, and hydromorphone generic be designated as preferred agents.  

· The Committee recommends propoxyphene compound generic, propoxyphene generic, meperidine oral generic, Darvon N®, Combunox®,  pentazocine/acetaminophen generic, Panlor DC/SS®, hydrocodone®. hydrocodone/ibuprofen generic, tramadol/acetaminophen generic, butalbital compound/codeine generic and Actiq® be designated as non-preferred agents that require prior authorization. 

The May 19, 2006 P&T Recommendations for Narcotic Analgesics, Long Acting are:

· The Committee recommends methadone generic, levorphanol generic, Kadian® and morphine extended release generic be designated as preferred agents. 

· The Committee recommends Duragesic®, fentanyl transdermal generic, Avinza® and oxycodone extended release generic be designated as non-preferred agents that require prior authorization. 

· Duragesic® is recommend by the Committee as preferred over generic fentanyl transdermal when the therapeutic prior authorization criteria are met. 
The May 19, 2006 Recommendations for Anticonvulsants are: 

· The Committee recommends phenobarbital generic, clonazepam generic, carbamazepine generic, Mebaral®, Carbatrol®, phenytoin generic, Dilantin®, valproic acid generic, primidone generic, Depakote® sprinkle, Celontin®, Depakote®, Peganone®, Gabitril®, Equetro®, ethosuximide generic, Lamictal®, Depakote ER®, zonisamide generic2, Trileptal®2, Lyrica®2, gabapentin generic2 , Topamax®2, Keppra®2 Diastat® be designated as preferred agents.

· The Committee recommends Phenytek®, Tegretol XR®1, Felbatol® and lamotrigine generic be designated as non-preferred agents that require prior authorization. 
· 1 Clients currently receiving Tegetrol XR® will be “grandfathered” and not need to switch to a preferred agent. 
· 2 These anticonvulsants are recommended as preferred for epilepsy and other seizure orders only. Non-seizure indications will still require that therapeutic prior authorization criteria are met. 
The May 19, 2006 Recommendations for Growth Hormone1 are: 

· The Committee recommends Saizen®, Tev-Tropin®, Serostim®, Genotropin®, Nutropin AQ®, and Norditropin® be designated as preferred agents.

· The Committee recommends Nutropin®2 and Humatrope®2 be designated as non-preferred agents that require prior authorization. 

· 1 Current therapeutic criteria for growth hormone will continue to be required for all agents.
· The Committee recommends that Nutropin® 2 and Humatrope®2  be “grandfathered” for current patients. These agents will be non-preferred and require prior-authorization for new patients. 
The May 19, 2006 Recommendations for Hepatitis C Agents are:

· The Committee recommends Rebetol®, Pegasys® and Peg-Intron® be designated as preferred agents. 
· The Committee recommends Copegus®, ribavirin generic and Infergen® as non-preferred agents that require prior authorization. 
The May 19, 2006 Recommendations for Multiple Sclerosis Agents are: 

· The Committee recommends Betaseron®, Avonex®, Rebif® and Copaxone® be designated as preferred agents. 

· There were no agents designated as non-preferred. 

The May 19, 2006 Recommendations for Erythropoiesis Stimulating Protiens are: 

· The Committee recommends Aranesp® and Procrit® be designated as preferred agents. 

· The Committee recommends Epogen® as a non-preferred agent that requires prior authorization. 

The May 19, 2006 Recommendations for Otic Antibiotic Preparations are: 

· The Committee recommends Coly-Mycin S® otic, neomycin/polymyxin/HC generic otic, Floxin® otic and Ciprodex® otic as preferred agents. 

· The Committee recommends Cipro®HC otic and Cortisporin-TC® otic as non-preferred agents that require prior authorization. 

The May 19, 2006 Recommendations for Phosphate Binders are: 

· The Committee recommends Magnebind® 400 Rx, PhosLo®, Fosrenol® and

       Renagel® as preferred agents. 

· There were no agents designated as non-preferred. 

The May 19, 2006 Recommendations for Sedative-Hypnotics are:

· The Committee recommends chloral hydrate generic, temazepam generic, triazolam generic, quazepam generic, Restoril® 7.5 mg., estazolam generic, Lunesta® and Ambien® as preferred agents. 

· The Committee recommends flurazepam generic, Rozerem®, Ambien CR® and Sonata® as non-preferred agents that require prior authorization. 

The May 19, 2006 Recommendations for Proton Pump Inhibitors are: 

· The Committee recommends Prilosec® OTC, Nexium® and Prevacid® capsule and suspension as preferred agents. 

· The Committee recommends Zegerid®, Aciphex®, Prevacid®solutab, Protonix® and omeprazole generic as non-preferred agents that require prior authorization. 

The May 19, 2006 Recommendations for Injectable Anticoagulants are:

· The Committee recommends Fragmin®, Lovenox®, Arixtra® and Innohep® as preferred agents. 

· There were no agents designated as non-preferred. 

The May 19, 2006 Recommendations for Cytokine and CAM Antagonists are: 

· The Committee recommends Kineret®, Humira®, Enbrel®, Raptiva®, Amevive® and Remicade® as preferred agents. 

· There were no agents designated as non-preferred. 

The May 19, 2006 Recommendations for ACE Inhibitor/Calcium Channel Blocker Combinations are: 

· The Committee recommends Tarka® and Lotrel® as preferred agents.

· The Committee recommends Lexxel® as a non-preferred agent that requires prior authorization. 

The May 19, 2006 Recommendations for Angiotensin-2 Receptor Antagonists are: 

· The Committee recommends Diovan®, Diovan HCT®, Benicar, Benicar HCT®, Micardis®, Micardis HCT®, Cozaar®, Hyzaar®, Avapro® Avalide® as preferred agents. 

· The Committee recommends Teveten®, Tevetan HCT®, Atacand® and Atacand HCT® as non-preferred agents that require prior authorization. 

The May 19, 2006 Recommendations for Benign Prostatic Hyperplasia Treatment Agents are:

· The Committee recommends doxazosin generic, terazosin generic, Uroxatril®, Flomax®, Avodart®, and Proscar® as preferred agents. 

· There are no agents designated as non-preferred. 

The May 19, 2006 Recommendations for Bladder Relaxant Preparations are: 

· The Committee recommends oxybatynin oxybutynin generic, Vesicare®, Oxytrol®, Enablex®, Sanctura® and Ditropan XL® as preferred agents. 

· The Committee recommends Detrol® and Detrol LA® as non-preferred agents that require prior authorization. 

The May 19, 2006 Recommendations for Cephalosporins and Related Antibiotics are: 

· The Committee recommends cephalexin generic, Panixine®, cefadroxil generic, Lorabid®, cefaclor generic, cefuroxime generic, Spectracef®, Cefzil®, Cedax®, AugmentinXR®, amoxicillin/clavulanate suspension generic, Raniclor®, Omnicef®, Suprax®, amoxicillin/clavulanate tablet generic and cefpodoxime generic as preferred agents. 
· There are no agents designated as non-preferred. 



	Pharmacy and Therapeutics Committee

Public Comment

May 19, 2006




Dr. Robert Wechsler—self—(anti-epileptics)

Good morning.  Thank you for giving me the opportunity to speak.  I am a board certified neurologist, specializing in epilepsy.  I am the Director of the Epilepsy Center at St. Lukes’s and part of the professional advisory board for the Epilepsy Foundation.  Epilepsy affects approximately one percent of the population.  It is not a single disorder, but multiple disorders that have seizures as a common manifestation.  It is estimated that roughly 2/3rds of patients, with epilepsy, can have their seizures completed controlled with medication.  This is assuming the correct drug is chosen.  When these patients are successfully treated, their lives and productivity can be restored.  The epilepsy medications are not all the same.  Some work better for certain epilepsy types, some make seizures worse in certain patients.  The tolerability and side effect profiles vary tremendously.  Long-term use with some of the older generic drugs can lead to significant health complications in later life.  Thus, it is critical that treating physicians have access to all medication options when caring for a patient with epilepsy.  Even in cases where medication has failed to completely control seizures, the reduction in frequency and severity of seizures can improve the quality of life and also reduce the cost to society.  Good seizure control means good emergency interventions.  I urge you not to restrict access to therapies for patients with epilepsy.  Please keep the formulary open to all anticonvulsants in all their formulations.  With appropriate treatment 2/3rds of all epilepsy patients can have their seizures controlled and their productivity restored.  

Dr. David Bettis—self—(anti-epileptics)

I am David Betis.  I am a pediatric neurologist and I have been practicing in Idaho for nearly twenty years.  I take care of a large number of children with epilepsy.  I would endorse Dr. Wechsler’s comments very strongly and ask the Committee to keep in mind, when considering decisions of this nature, the cost of uncontrolled seizures both financial and in terms of the patients quality of life.  Some of the newer anticonvulsants offer significant advantages to our patients in terms of side effect profile, risk and advantages over other agents.  It is very important to have those options for select patients.  The other point I would make is that as a child neurologist, it is very important to have child friendly formulations available.  There are children who can not swallow large pills or who really need a sprinkle or liquid and patients with gastrostomy tubes who are profoundly impaired with bad seizures.  Approving just a generic would limit our choices of medications for doing the best for these patients.  

Dr. John Liljensquist—self—(TZD’s)

I am an endocrinologist in Idaho Falls.  85% of my patients have diabetes.  I am here to talk about TZD’s.  I urge the panel to do two things.  Number one, TZD’s should be considered as a primary therapy for type II diabetes and not as an add on therapy.  The basic underlying defect that leads to all type II diabetes is insulin resistance. Insulin resistance occurs because of fat accumulation in muscle fat cells, in the liver and in the Islets of Langerhans.  The accumulation of fat cells occurs because PPAR gamma genes are not activated in these tissues.  If you activate those PPAR gamma genes, then the level of lipolytic enzymes in the mitochondria goes up to normal.  Then they metabolize the fat and move it out of muscle, liver and so forth and this restores insulin sensitivity, which is the basic defect.  The modern approach to the treatment of type II diabetes is to start with a TZD and metformin together.  Therefore, I like the combination drugs, Actos plus Met or vandomet and then often times we go to triple therapy by adding a sulfonyluria last.  When I started in this field thirty years ago, it was just the opposite.  We went sulfonylurea, metformin then TZD, as these drugs came available.  The new paradigm is the opposite and there is evidence now that insulin resistance is the #1 cause of coronary disease because of endothelial dysfunction and so we are protecting the patients from cardiovascular disease as well.

Dr. Daniel Marsh—St. Luke’s and St. Alphonsus physicians—(Lyrica)

I represent a group of physicians from St. Luke’s and St. Alphonsis.  We get together and meet regularly and we felt that it was important (since we represent approximately 75% of the specialty pain physicians in the community) to relay our clinical experience surrounding the use of Lyrica for neuropathic pain.  Collectively, we have quite a bit of experience with this drug and find it to be very useful.  Unfortunately, the FDA approved indications, are very restrictive and that is reflected in the formulary.  We are finding it to be very useful as a second line drug and we would request that you make it more accessible to the Medicaid patients.  Obviously, the socially disadvantaged have a great deal of pain issues and depression issues and these can be very complex patients.  We find Lyrica very useful clinically, easy to use with fewer side effects and extremely useful for neuropathic pain of spinal origin and other origins.  Thank you.  

Dr. Steve Asher—self—(immunomodulators)

Good morning Dr. Montamat and other members of the committee.  My name is Stephen Asher.  I am a neurologist in Boise.  I am speaking this morning in support for the inclusion of the four first line immuno modulatory agents that we have available.  Currently, there is Avonex, Copax, Betaseron and Rebif.  Of the three available interferon’s, Avonex, Betaseron and Rebif, each is slightly different and occupies a different niche in the medications that we use.  Rebif offers the highest dose regimen, with injections given three times weekly.  Efficacy data is complex and sometimes seems conflicting, but there is clinical data and experiential data that high dose interferon is probably going to be the most effective way to treat multiple sclerosis.  The offset sometimes is the induction of antibodies and up to three agents, the betaseron probably has a somewhat higher antibody induction than the other agents we have.  Copax is a different agent that is a sequence of four amino acids.  It too has very considerable efficacy.  I think many of us feel that the interferons probably have a slight efficacy edge, but all occupy a special place and I think that each have their own place and I have patients on all four of these agents.  Thank you.

Dr. Narissa Kreher—Serono—(growth hormones)

I am Narissa Kreher and I am the Director of Medical Affairs for Saizen at Serono.  I am also a practicing pediatric endocrinologist.  I am here to represent both Saizen and Serostim, which are both recombinant human growth hormone products.  Saizen is indicated for both pediatric and adult growth hormone deficiencies.  These two diagnosis represent approximately 75% of the market for growth hormone therapy as compared to some of the more rare indications.  Growth hormone is packaged in a powder form that has to be reconstituted.  Our product Saizen offers two different reconstitution devices, a vial with dilutant and an easy reconstitution devise that is done in a one step process.  Saizen is the only growth hormone product in the United States that can be delivered in a needleless delivery device, which is called the Cool Flip device.  This device offers a definite advantage to patients or parents who have needle phobia.  You can imagine being a parent of a child that is scared of needles or if you yourself are scared of needles and you have to give your child a daily injection.  So, this is a definite advantage for our product Saizen.  We also have two other delivery devices, the vial and the syringe and the one click auto injector with a hidden needle.  We offer support services for both patients and physicians in our For Growth call center.  We also have a registry for safety and efficacy follow up.  Sarafem is a recombinant human growth hormone product approved for the use in HIV and HIV wasting.  It is the only product that has been shown to build lean body mass, increased body weight and improved physical endurance.  

Dr. Robert Jones—Sanofi-Aventis—(insulins)

I am Robert Jones and I am an endocrinologist.  I am the Regional Medical Liaison for Sanofi-Aventis and an adjunct professor at the University of Utah School of Medicine.  I am here to talk on Lantus.  Lantus is a peakless basal insulin with once a day dosing, 24 hour duration and five years of documented efficacy and safety.  In comparison, Lantus is documented to have a significantly lower incidence of hypoglycemia.  On the other hand, the newer coming long-acting insulin, Levemer has a dose dependent peak and a duration of action that limits its effectiveness as a basal insulin.  A clinical quorum on this phenomenon is really inconsistent with hypoglycemia in relation to MDA.  Levemir actually requires twice daily dosing in approximately 100% people with Type I diabetes

and somewhere between sixty and seventy percent of patients with Type II diabetes also. Published studies on Levemir suggest anywhere from forty to fifty percent higher dose requirement.  Apidra is our new rapid acting insulin analog, which is characterized by a rapid onset of action in contrast to Humalog.    Thank you.

Dr. Alexander Karmazin—self—(growth hormones)

Good morning.  My name is Alexander Karmazin.  I am a clinical pediatric endocrinologist practicing at St. Luke’s.  I am board certified by the American Board of Pediatrics in both general pediatrics and pediatric endocrinology.  I would like to thank the committee for taking my comments on growth hormone this morning.  There are presently six companies producing growth hormone for the U.S. market.  From a clinical perspective, recombinant growth hormone is identical in chemical structure regardless of manufacture.  No bioequivalent studies have been performed to date.  Differences exist in the formulation of the products, the preservatives used to maintain product stability and the various devices available for administration of the drug and the approved diagnostic indication each has garnered from the approval of the FDA.  Growth hormone prescribing is typically limited to adult endocrinologists, pediatric endocrinologists and pediatric nephrologists, with pediatric endocrinologists writing the vast majority of growth hormone prescriptions.  As the sole pediatric endocrinologist in Idaho, I would urge the committee to allow prescribers open access to all growth hormone brands for Idaho Medicaid patients.  Each brand has potentially unique benefits for individual patients and a brands exclusion from the Preferred Drug List could thus prevent certain patients from receiving the best care or educational materials regarding their diagnosis.  In the event that an open access system is not possible to maintain, I would stratify the pharmaceutical manufacturers of recombinant growth hormone into three tiers.  Neutropin, manufactured by Genentech and Genotropin, manufactured by Pfizer, provide the widest range of formulations and devices and have the greatest number of FDA indications for growth hormone use in children.  Humatrope, manufactured by Eli-Lily and Norditropin, manufactured by Novo-Noradisk, also have multiple indication.  However, in my experience, they are slightly more limited than Neutropin and Genotropin.  Saizen, manufactured by Serono, and Tevatropin, manufactured by Teva, have the fewest indications, formulations and devices available.  Thank you.

Dr. Christian Herter—(Novo Nordisk)—(Levamir)

Good morning.  My name is Dr. Chris Herter, Medical Scientific Director for Novo Nordisk.  I am here to talk about Levamir, long-acting insulin analog.  Clinical data compared to NPH shows less hypoglycemia particularly at night.  Interestingly, in all our comparative studies, there was less weight gain with Levamir compared with all other insulins.  Looking at mechanism of action, there is probably reasons that you could figure at least on the structure of the molecule, we are investigating right now.  The kinetics of the molecule is stretched with increasing concentration.  In our clinical data, we looked at patients who have adult Type II diabetes, virtually all of those patients were controlled with a single dose of Levamir.  Largely because of the tightness of the molecule, it is extremely compact from a molecular volume standpoint.  The shelf life is 42 days.  There is a lot less degradation and oxidation of the molecule.  It is made by attaching fatty-acid (ristic acid) which is the potential constituent of avocado oil, to the beta chain of the molecule.  That increases the polarity of the molecule, so the individual units stick together to form a larger molecular structure.  The prolonged duration of action is the result of taking one of the functioning insulin units at a time off that larger unit to produce insulin.  Thank you.

Blenda Davis—National MS Society—(MS agents)

Good morning.  I am Blenda Davis and I am with the National MS Society.  I am here to talk about what I affectionately call the a-b-c drugs that treat MS.  It was so important to our national clinical committee that they felt that all people who had relapsing/remitting forms of MS, which are the most common types of MS, be treated with what we affectionately call the a-b-c-r drugs and they are very important to the people that live every day with MS.  The disease modifying therapies have demonstrated the following positive outcomes in people with relapsing forms of MS:  reduction in the frequency and severity of  relapses, reduction in the number of brain lesions as shown on MRIs, possible reduction in future disability.  Treatment early in the disease course is important because numerous studies have demonstrated that irreversible damage to nerve axons can occur during early relapses.  Studies have also shown that lesions can develop and brain atrophy can occur even though an individual is not experiencing any symptoms or relapses.  Recommendations:  Based on these findings, it is the consensus of the researchers and clinicians, with an expertise in MS, that these agents can reduce future disease activity and improve quality of life for individuals with a relapsing form of MS.  This includes those with secondary progressing disease who continue to  have relapses.  Therefore, the Executive Committee of the Medical Advisory Board of the National MS Society has adopted the following recommendation and that is to help people with MS.  I would like to talk to you personally though.  I have worked with the society for nine years.  I have watched valued volunteers and friends pass away from MS, because they didn’t have these drug treatments early enough in their lives.  I have now also gained new volunteers and new friends that their quality of life has been greatly improved because of these drugs.  I wouldn’t exclude them to not be available to everyone with every kind of income in the State of Idaho.  Thank you.

Dr. Charles Yonan—Amylin—(Byetta &  Symlin)

Good morning.  I am Dr. Yonan with the Medical Affairs Division of Amylin Pharmaceuticals.  I have two quick goals today.  One is to reinforce the access that your patients already have to our two very distinct and separate compounds.  One is Byetta, which is a type 2 compound and is the only type 2 compound to show sustained A1C lowering and we have data that I will be presenting for 2 ½ years of the ADA and in the face of progressive weight loss.  Their average weight loss was 12 pounds, which is that magical 5% window.  These patients experienced everything that you would expect a patient to experience, an increase in HDL, a significant lowering in triglycerides and a significant lowering in blood pressure, both systolic and diastolic.  The other compound, which is in a distinct class, is Symlin.  It is the only compound in the last 90 years which is available as add on therapy to insulin requiring diabetics.  The hormone Amylin is a partner hormone to insulin.  Anytime insulin was secreted in a non diabetic, the hormone Amylin is secreted as well.  When you give insulin exogenously, you circumvent this balance.  Amylin replaces that.  Amylin works on glucose coming in and insulin works on the glucose disposal.  So Amylin squashes the peaks that these patients have.  Someone with an A-1C of 6.7 can still have spikes of 400 and bottom out at 60.  That is not a way to go through life.  I hope that you still allow continued access to both Byetta and Symlin and allow them to remain in distinct classes.  Thank you.            

Dr. Sue Miller—Norvartis---( Starlix)

Good morning.  I am Dr. Sue Miller with the US Medical Affairs arm of Novartis and I am here to support Starlix the maintenance of Starlix on the Idaho Medicaid formulary.  I really briefly want to stress three things.  One is the importance of the control and decrease in post-prandial glucose in Type II diabetic patients.  Two is the mechanism of action of Starlyx and three is the image of Starlix as monotherapy and in combination with Metformin or TZD.  As everyone here is probably well aware, the importance and implications of the control of post-prandial glucose in Type II diabetes is a culprit to incidences of microvascular and macrovascular disease.  There have been several large, pivotal clinical trials that have shown that with rapid and intensive control in hemoglobin A1C of which post prandial is an important component, you can reduce both micro vascular and macro vascular disease.  Additionally, Starlix is unique in that it has a unique fast on and fast off mechanism of action, which leads to a decrease in hypoglycemia and a nice robust efficacy in controlling post prandial glucose.  Finally, there have been multiple clinical trials that have shown that as monotherapy, given three times a day, 30 minutes before a meal and in combination with Metformin and TZDs that the use of Starlix for Type II diabetes can lead to the achievement of keeping A1Cs at goal.  Thank you for your time.

Dr. Lawrence Green—(Ortho-McNeil)—Lyrica & Topamax

Good morning.  My name is Larry Green.  I am a neurologist with 28 years of health experience from Nampa.  I am here primarily to emphasize the drug Lyrica, as opposed to my pain specialty colleague who was here a little earlier, this drug is outstanding for 

peripheral neuropathy not just diabetic neuropathy.  It has become number one in my practice and I am also here to make a comment about Topamax, one of our anticonvulsant drugs. It is also the number one drug in the country for migraine prophylaxis and if any of you have migraines, come to my office and we will take care of them.  It has just been outstanding.  Finally, I am glad to see my neurological colleague’s gang up on you guys to emphasize how important neurological disease is and how important these therapies are.  I would echo again that the treatments for MS must be highly individualized and all four of those therapies need to be on the formulary to have the best success in caring for our patients.  Thank you.

Dr. Radovich—(Ortho-McNeil)—Ultram ER & Lyrica

I would like to talk on pain management in general and on Ultram ER and Lyrica.  I would echo Dr. Green’s feelings on Lyrica.  It has really changed people’s lives.  The trend in pain management is to go away from short acting opioid medications and to try to add adjunct medications on.  Not unlike diabetic therapy, with poorly controlled diabetes and polypharmacy, the trend in pain management is to use polypharmacy which includes things like Lyrica, as well as, opioid pain management.  We have very, very few non-opioid long acting agents.  Ultram ER fits that bill very nicely. For patients who we can’t trust with opioids or have poor reactions to opioids, I find that the long acting preparation does fit the bill when the short acting agents can’t.  So, please consider keeping Ultram ER available.

John Viel—(Serono)—Rebiv

There are currently four therapies available.  We support the fact that all four should be made available.  However, there is one thing that we would like to point out to the committee and that is Rebiv was the fourth compound to come to market for MS and the third interferon and we did break the orphan drug addict based on superior efficacy with a head to head study with Alone.  The other point that I would to make very quickly is that when measuring outcomes for MS therapies, three major categories are assessed.  They are MRI, relapse rates and disability.  Of the compounds currently available on the market, Rebiv is the only one in its pivotal studies to show clinically statistical differences in all three areas.  So, we have significant differences in MRI, relapse and disability.  Thank you.

Gerry Shoshita, PharmD—(Schering-Plough)—Zetia

I am here to speak to you about Zetia.  It is a very innovative compound.  In 2005, it won the cardiovascular compound award and it is the first in a class of cholesterol absorption inhibitors and in clinical data in monotherapy, it lowers LDL by about 18-20% and when added on to Statin therapy, it reduces LDL in the range of about 25%.  New trials show LDL reduction, the lower the better.  We are seeing the regression of plaque and we are going to start seeing a more aggressive LDL lowering and higher doses of statin products.  The Zetia will add to the efficacy of the statin products and with generic statins, such as Pravastatin and Simvastatin, this will add to the efficacy of those statin therapies.  So, this drug is good for monotherapy in patients that can’t tolerate statins and will add to the efficacy of statins.

Heidi Montijo—(Roche)—Pegasys

I think it is important to point out that despite the results of Peg-Intron’s registration trials that gave them approval in 2002, the FDA did grant Pegasys priority review for our combination therapy, which did signify an unmet medical need in the treatment of Hep-C.  Pegasys has demonstrated consistency in all clinical trials and superior efficacy over Repitron in the most difficult to treat patient, the genotype I high viral load.  This was with an SVR of 41 and 47%.  This represents more than 50% of the U.S. population.  The FDA granted Pegasys our second priority review for the treatment of HCV in the co-infected patient with HIV.  It is now the first and only pegalated interferon with FDA approval for treatment of the co-infected patient.  In May of 2005, the FDA approved Pegasys monotherapy for the treatment of HPD in e-antigen positive and e-antigen negative patients.  Pegasys provides clinicians with the only approved drug for the fixed duration of treatment of one year as opposed to the current regimen of lifelong therapy with oral nucleotides.  Lastly, our unique pharmokinetic profile, the unassailable truth is that Pegasys prefilled syringes are just easier to use.  Our single dose for all patients, all indications require no reconstitution or weight adjustments and decreases the chances of medical errors and help increase the  compliance for Hep-C.  By maintaining Pegasys on your formulary, you are providing prescribers a drug they can provide on label for three separate indications, HCB patients with or without complicated cirrhosis, HCB co-infected patients with HIV and HBB.  Given these facts, which can be referenced if desired, Roche respectfully asks the Idaho Medicaid Committee to consider Pegasys as their preferred agent on their formulary.  

Steven Stein—(Takeda)—TZD’s

I am going to discuss Actos.  The generic name is Pioglitazone.  One of the two thiazolidinediones.  I will also briefly discuss Actoplus Met, a fixed dose product, of Pioglitazone and metformin recently approved by the FDA.  A cardiovascular outcome study recently published in Lancet investigated the ability of Actos to prevent secondary microvascular events in patients with Type II diabetes.  Patients were randomized to receive Actos or placebo in addition to standard of care that included other anti diabetic and cardiovascular therapies.  In this study, the primary end points of seven different microvascular events of varying clinical importance were reduced non-significantly by 10%.  However, the predefined secondary events were reduced by 16% in the pioglitazone group.  Overall, the safety and tolerability of Proactive was consistent with no adverse events associated with Actos.  Compared with placebo, more patients in the Actos group were hospitalized with heart failure, 12% and 6% respectively.  However, heart failure mortality rates did not differ between treatments.  A separate analysis of the Proactive study, which was presented at the American Heart Association meeting, included patients in the Proactive study who had encountered MI prior to enrolling in the study.  There was a statistically significant 28% reduction in fatal and non fatal MI and a 37% reduction in acute coronary syndrome.  Overall, the safety and tolerability was consistent with the Proactive cohort.  Actosplus Met fixed dose combination product of metformin has recently been approved and is available in two dosage strengths of 15/500 and 15/850.

Dr. Bill Schmidt—(Glaxo-Smith-Kline)—(anticonvulsants)

I would like to take a minute and a half to briefly discuss three important things about the importance of maintaining Lamictal for the treatment of bi-polar disorder and maintaining it on the formulary.  First, there has been some new data that has been published in the last year regarding Lamictal.  One has to do with the Texas implementation of medical algorithms, which is a Medicaid treatment guideline in the state of Texas.  About a year ago, they came out recommending Lamictal be used first line for the treatment of all phases of bi-polar disorder, mania, mixed mania, hypomania, as well as depression, which the drug is indicated for.  As I said, first line.  It is not for the acute treatment of mania however.  Secondly, I would like to mention that I know that last year, Dr. Jeff Berlandt addressed the Committee and discussed the issue of rash with Lamictal.  The German Rash Registry, which is the definitive rash registry in the world, has shown that basically Lamictal has no more incidence of rash than any other anticonvulsants with the possible exception of Valproate.  Thirdly, because Lamictal has such a favorable tolerability profile in that it doesn’t require any blood draws, there is no cognitive dysfunction, there is no sexual dysfunction, no weight gain and that is why it is very important, because of its efficacy and tolerability, that the drug be maintained for the treatment of bi-polar on your formulary.

Dr. Neilann Horner—(Glaxo-Smith-Kline)—TZDs
Today, I will be addressing three products.  Avandia, a combination with metformin called Avando Met and a combination with a sulfonularia called Avandaryl.  You have a lot of information about the efficacy of this drug in the OHSU report, so I won’t repeat that.  But just to highlight, this drug is addressing insulin resistance.  That was referred to earlier as one of the founding components thought to be related to the development of Type II diabetes.  It does have an indication as the only TZD with the indication for use as triple therapy.  There is three and a half years of durability data, meaning getting back to goal of A1C at 7% or below and continuing on versus loss of control as seen with older agents.  Now, the OHSU report states that there is no difference between Actose and Avandia, the two TZDs currently on the market with respect to A1C.  Remember, that is the only FDA indication currently for those two drugs.  That is a Type II diabetes adjunct to diet and exercise.  The OHSU report also stated that there was not enough evidence for comparative efficacy between these two drugs for cardiovascular risk factors as well.  With that said, Avandia offers a lot of practical benefits as far as dosing.  Once a day, twice or day, as well as in combination with common sense next step therapy with metformin. This is whether you are failing monotherapy or a lower dose TZD.  Publications just this last year, suggested that there was less adverse events that both agents brought to the table when sub maximum doses were used in combination.

Lori Howarth, PharmD—(Berlex)—Betaseron

I am here today to talk to you about Betaseron.  One of four disease modifying therapies used to treat MS.  I would just like to make three points.  Betaseron is a high dose of frequently administered interferon.  In 2002, the American Academy of Neurology published its consensus report.  After reviewing the pivotal trials of these agents and using an evidence based medicine approach, the committee agreed with respect to interferons, higher and more frequent dosing results in more successful outcomes.  The second point, Betaseron was the first product on the market approved to treat MS.  So, we have sixteen years of clinical data.  The results of the sixteen year long term follow-up study shows that Betaseron is well tolerated over the long-term with high adherence rates with a mean treatment duration of ten years.  It was possible to identify 90% of the original patients from the pivotal trial.  Treatment with Betaseron was associated with a slower EDSS progression.  In fact, time studies confirmed EDSS of 6.0 from the time of diagnosis was delayed by six years than those treated with betaseron greater than 80% of the time and those were patients using up to 150 micrograms of the betaseron as compared to those treated for less than 10% of the time with placebo.  The AAN guidelines also make reference to neutralizing antibodies.  They agree that there is conflicting data and that the utility of measuring them is uncertain.  There is no standard lab test and there is no standard definition.  In our 16 year long follow-up study, patients who have positive titers had a decrease in their titer at follow-up and some even reached a negative state.  

Dana Hurley—(Amgen)—Aranesp
I would like to share with you the new approved dosing for Aranesp and its value in the treatment of chemotherapy induced anemia.  Previously, the package insert dosing for chemotherapy induced anemia was a weight based dose given every week.  There is a new dosing now at 500 micrograms once every three weeks.  The safety of which was established in a non inferiority study between those two doses.  The reason why both of these dosing schedules is important is because of the way that chemotherapy is administered.  There was a study of over 2,500 patients where the most common chemotherapy administration schedule was every three weeks in 40%, followed by once weekly in 23% of patients.  What happens is, Aranesp, now having an indication for both once weekly, as well as once very three weeks, allows physicians to synchronize their therapies, so they can go ahead and get their chemotherapy treatment, as well as their anemia treatment all in the same office visit.  Hopefully, then this can decrease the number of office visits that are due to just the administration of the anemia management.  Because of this new indication, and because this is the only product with this extended dosing, we would like to recommend that Aranesp be maintained on the Preferred Drug List.  

Sue Heineman, PharmD—(Pfizer)—Lyrica

We have already had others advocate for Lyrica and its use in managing pain, but when Lyrica came to market it came to market with three indications.  Those are for epilepsy, as an add on for partial seizures, where it has been shown to reduce seizure frequency by over 50%, which is huge in those that have seizures and who are suffering from uncontrolled seizures.  It has a very favorable side effect profile, low drug interactions and very predictable dosing which is different than Neurotin or gabapenten.  In painful diabetic peripheral neuropathy, the starting dose is the effective dose.  You are not seeing the dose creep like we see with Gabapentin.  The same thing is true for post hepatic neuralgia.  In fact, there are guidelines that the American Society of pain educators and the American Society of Neurology consider Lyrica to be a first line agent in their treatment guidelines for DPN and for PHN, but within Idaho Medicaid, patients are required to fail Neurontin before they can proceed with Lyrica, which could potentially be costing you more money.  Looking at your fourth quarter data, that is available on the CMS website, you have about 25% of patients who are receiving generic doses of gabapentin that are greater than 800 milligrams TID, which is greater than the approved dose of Neuron tin and generic gabapentin.  You extrapolate that for a year, those patients are costing you perhaps and additional $100,000.00 by having a second line agent used before Lyrica.  I would just challenge you to look at that and to perhaps reevaluate the prior authorization criteria on Lyrica.  
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