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	 Pharmacy and Therapeutics Committee Meeting Record

Date:  2/15/08       Time:  9:00 a.m. – 3:45 p.m.       Location:  Idaho Medicaid, 3232 Elder Street, Conference Room D
Moderator:  Don Norris, M.D.
Committee Members Present:  Phil Petersen, M.D.; Donald Norris, M.D.; Tami Eide, PharmD;  Michelle Miles, PA-C; Rick Sutton, RPh; Stan Eisele, M.D; Tim Rambur, PharmD; Mark Johnston, RPh; Catherine Gundlach, PharmD; Andrew Olnes, M.D.; William Woodhouse, M.D.
Others Present: Steve Liles, PharmD; Bob Faller; Rachel Strutton
Committee Members Absent: Thomas Rau, M.D. 


	AGENDA ITEMS
	PRESENTER
	OUTCOME/ACTIONS

	CALL TO ORDER   
	Don Norris, M.D.
	Dr. Norris called the meeting to order.

	Committee Business

· Roll Call 
· Announcements 

· Reading of Confidentiality Statement

· Approval of Minutes from January 18, 2008 Meeting
· Key Questions
· 

	Don Norris, M.D.

Don Norris, M.D.
Don Norris, M.D.

Don Norris, M.D.
Tami Eide, PharmD




	Dr. Norris read the Roll Call.  Three (3) Committee members will be rotating off the committee after this meeting Richard Sutton, RPh; Catherine Gundlach, PharmD and Thomas Rau, M.D.  Dr. Norris thanked them for their service on the Pharmacy and Therapeutics (P&T) Committee
Starting with the July 18, 2008, meeting, the P&T Committee will make recommendations on which drugs to be placed on the Preferred Drug List (PDL).  These recommendations will be made during the public portion of the P & T meeting. They will be made on a clinical basis, with relative costs of drugs as a secondary consideration.  Final decisions regarding the PDL will be made by the Department.

Dr. Norris read the Confidentiality Statement
There were no corrections.  Minutes were approved as published.
Dr. Eide presented the following Key Questions from the Drug Effectiveness Review:
Inhaled Quick-Relief Medications for Asthma
Targeted Immune Modulators

· 
· 
· 
· 
· 

· 
· 
· 

· 
· 
· 



	Public Comment Period
	Don Norris, M.D.

Bob Faller, Medical Program Specialist
	Seventeen (17) people signed up to speak during the public comment period.  Public comment was received from the following speakers:
Speaker

Representing

Agent

Class

Dr. Tina Oakes
Eli Lilly & Company
Cymbalta
Neuropathic Pain
Dr. Alan Han
Neurological Associates
Lyrica
Neuropathic Pain, Anticonvusants
Tom Rambow, P.A.
Idaho Pain Center
Lyrica
Neuropathic Pain
Tom Rambow, P.A.
Idaho Pain Center
Skelaxan
Skeletal Muscle Relaxants
Charlotte Eshelman, N.P.
Saltzer
Lyrica
Neuropathic Pain, Anticonvulsants
Dr. David Bettis
Epileptic Community
All
Anticonvulsants
Dr. Richard Radnovich
Pfizer
Cymbalta & Lyrica
Neuropathic Pain








Bill Beckmen 
King Pharmaceuticals
Avinza
Analgesics, Narcotic Long-acting




Dr. Nancy Nadolski
Takeda
Ramelteon

Sedative Hypnotics
Melissa Szymczak
GlaxoSmithKline
Altabax
Topical Impetigo
Jennifer Brzana, PharmD
GlaxoSmithKline
Sumatriptan
Antimigraine Agents, Triptans
Jennifer Brzana, PharmD
GlaxoSmithKline
lamotrigine
Anticonvulsants
Gene Felber
Takeda
Ramelteon
Sedative Hypnotics
Barb Hair
Merck
Maxalt
Antimigraine Agents, Triptans
Jon Sonoda
Sanofi-Aventis
Ambien CR
Sedative Hypnotics
Adam Sosa
Ortho-McNeil
Topamax
Anticonvulsant
Sue Heineman
Pfizer
Lyrica
Neuropathic Pain, Anticonvulsant
Robb Host
Cephalon Pharmaceutical
Amrix
Skeletal Muscle Relaxants
Dr. Sandra Thompson
King  Pharmaceuticals
Avinza
Analgesics, Narcotic Long-acting
















Dr. Sandra Thompson 
King  Pharmaceuticals 
Cymbalta 
Neuropathic Pain 


	Drug Class Review 

· Topical Impetigo Agents

· Analgesics, Long-acting

· Analgesics, short-acting

· 
· 
· 

· 

	Steve Liles, PharmD






Steve Liles, PharmD

Steve Liles, PharmD






	Topical Impetigo Agents
This is the first review of this class.  Dr. Liles shared the FDA’s approved indications, the spectrum of activity, the contraindications and warnings, as well as the adverse effects.  Dr. Liles shared two (2) clinical trials and one (1) Meta-analysis.  He also reviewed the Infectious Diseases Society of America’s 2005 Guidelines for treatment of skin and soft tissue infections. 











Analgesics, Long-acting
This class was last reviewed February 2007.  Dr. Liles shared a new FDA warning on transdermal fentanyl and a safety study on methadone.
Analgesics, Short-acting
This class was last reviewed February 2007.  Dr. Liles reviewed one (1) clinical trial and a new FDA warning for fentanyl buccal tablets.  He also reviewed the Medical Letter  treatment guidelines for this drug class.

	

	

	








	Drug Class Reviews Continued 
· 
· Neuropathic Pain

· Anticonvulsants
· 

· Skeletal Muscle Relaxants


· Sedative Hypnotics


· Antimigraine Agents, Triptans
· Otic Fluroquinolones

	
Robert Chou, MD

OHSU EPC

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD
Steve Liles, PharmD


	









Neuropathic Pain
Dr. Chou reviewed the final report of this drug class review from October 2007.  
Based on placebo-controlled trials for effectiveness the review concluded:
· Gabapentin, duloxetine, and venlafaxine are similary effective for pain relief and improvement in function. 

· Pregabalin is moderately superior to duloxetine for pain relief, but there were no differences between pregabalin and gabapentin or venlafaxine.

· Evidence for efficacy is strongest for gabapentin.
· Topical lidocaine and venlafaxine showed inconsistent results.
· No differences were seen between gabapentin and tricyclic antidepressants for pain relief.
· Gabapentin and pregabalin are superior to SSRIs.
Studies for safety showed

· No difference between gabapentin and pregabalin

· Gabapentin and pregabalin have more somnolence than venlafaxine

· Insufficient data is available for topical lidocaine
Anticonvulsants
This class was last reviewed February 2007.  Dr. Liles shared the new indication for pregabalin for fibromyalgia.  He also shared FDA alerts for an increase in fatal skin reactions for Asians taking carbamazepine and the increase in suicide risk with all of the anticonvulsants.  He also reviewed clinical trials for migraine prophylaxis and one (1) Meta-analysis.  Also reviewed in this class were some safety information and the European League Against Rheumatism (EULAR), guidelines for Fibromyalgia Syndrome.
Skeletal Muscle Relaxants
This class was last reviewed July 2005.  There is no significant new clinical information since the last review.
Sedative Hypnotics
This class was last reviewed February 2007.  Dr. Liles shared a FDA label change for severe allergic reactions and complex sleep-related behaviors, including sleep driving.  He also reviewed  two (2) new clinical trails.
Antimigraine Agents, Triptans
This class was last reviewed February 2007.  There is no new significant clinical information since the last review.
Otic Fluroquinolones

This class was last reviewed February 2007.  Generic ofloxacin is now available. 

	Committee Clinical Discussions and Conclusions 

· Topical Impetigo Agents 
· Neuropathic Pain


	Don Norris, MD


	Topical Impetigo Agents 
The  Committee felt that the evidence did not support differences in efficacy or safety.  They felt that Altabax should be saved for methicillin resistant staphylococcus, but noted cultures were not usually done.
Neuropathic Pain

There is not significant evidence to support the change of having Lyrica as a preferred drug with a diabetic neuropathy diagnosis.


	Committee Clinical Discussions and Conclusions continued 
· Analgesics, Long-acting
· Analgesics, Short-acting

· Anticonvulsants

· Skeletal Muscle Relaxants

· Sedative Hypnotics
· Antimigraine Agents, Triptans

· Otic Fluoroquinolones


	Don Norris, MD
	Analgesics, Long-acting

The Committee felt that the evidence does not support difference in efficacy or effectiveness or differences in safety.  The Committee felt it was important to have a selection. Despite testimony, the Committee concluded there was no data supporting superiority for Avinza. 
Analgesics, Short-acting
The Committee felt that the evidence does not support differences in efficacy or effectiveness and that currently there is an adequate selection.  They did feel that there were safety concerns with meperidine and buccal fantanyl and that they should be kept non-preferred. 
Anticonvulsants

The Committee concluded that all agents needed to be available for seizures.  For off label uses they felt the indications should be for those supported by FDA indications.
Skeletal Muscle Relaxants
The Committee noted that there is no new significant evidence to support any changes and noted again the void of any actual evidence for efficacy or safety.  They expressed concern that practice was at odds with indications, especially the use long term.  They felt that Soma use had gone down due to the restrictions placed by this Committee.
Sedative Hypnotics
The Committee felt that there was no new evidence to support differences in efficacy, effectiveness or safety  and there was no need to change preferred agents.  They noted that  Rozerem might have a  place for treatment naïve patients. 
Antimigraine Agents, Triptans
The Committee did not feel there was any new evidence to support differences in efficacy, effectiveness or safety.  They felt it was useful to have a variety of agents including nasal and injectable formulations.  They felt the current PDL had not had problems and could continue to meet participant needs.
Otic Fluoroquinolones

The Committee felt that there was no new significant evidence to support any changes at this time.  












	Closed Executive Session


	Paul Leary, Medicaid Deputy Administrator

	Drug Class cost models were reviewed and the recommendations made by the Committee are as follows. 
Hypoglycemics, TZD 
· The Committee recommended Avandia®, Actos®, Avandamet®, Avandaryl® Actosplus Met® , and Duetact® be designated as preferred agents.
· There were no agents designated as non-preferred.  
Meglitinides
· The Committee recommended Starlix® and Prandin® be designated as preferred agents.
· There were no agents designated as non-preferred.  
Lipotropics, Other
· The Committee recommended  Niaspan®, gemfibrozil generic, colestipol generic, Tricor®, cholestyramine generic, fenofibrate generic, and Antara® be designated as preferred agents. 
· The Committee recommended Zetia®, Triglide®, Welchol® , Lipofen® and Lovaza® be designated as non-preferred agents that require prior authorization.

Narcotic Analgesic, short-acting
· The Committee recommended propoxyphene/acetaminophen generic, acetaminophen/codeine generic, tramadol generic, hydrocodone/acetaminophen generic, aspirin/codeine generic, codeine generic, morphine IR generic, oxycodone IR generic, oxycodone/acetaminophen generic, pentazocine/naloxone generic, hydromorphone generic, oxycodone/aspirin generic, pentazocine/acetaminophen generic, tramadol/acetaminophen generic and levorphanol generic be designated as preferred agents.  

· The Committee recommended propoxyphene generic, meperidine oral generic, Darvon N®, Panlor DC/SS®, Opana®, fentanyl buccal generic, Fentora®, hydrocodone/ibuprofen generic, oxycodone/ibuprofen generic, butalbital compound/codeine generic, and dihydrocodeine/acetaminophen/caffeine generic be designated as non-preferred agents that require prior authorization. 
Narcotic Analgesics, Long Acting
· The Committee recommended methadone generic, Kadian® , and morphine extended release generic be designated as preferred agents. 

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

· Duragesic® is recommended by the Committee as preferred over generic fentanyl transdermal when the therapeutic prior authorization criteria are met. 
Anticonvulsants
· The Committee recommended methobarbital generic, phenobarbital generic, clonazepam generic, carbamazepine generic, Carbatrol®, Equetro®, phenytoin, Dilantin®, mephobarbital generic, primidone generic , valproic acid generic, Depakote® sprinkle, Depakote ER®, Depakote®, Celontin® , Peganone®, Gabitril®,  ethosuximide generic, zonisamide generic, oxcarbazine, Lyrica®, gabapentin generic , Topamax®, Keppra®, Lamictal®,  and  Diastat® be designated as preferred agents.

· The Committee recommended Phenytek®, Tegretol XR®, Felbatol® and lamotrigine generic be designated as non-preferred agents that require prior authorization. 
·  These anticonvulsants are recommended as preferred for epilepsy and other seizure disorders only. Non-seizure indications will still require that therapeutic prior authorization criteria are met. 
Growth Hormone
· The Committee recommended Saizen®,  Nutropin®,  Nutropin AQ® and Norditropin®   be designated as preferred agents.

· The Committee recommended Tev-Tropin®,  Serostim®, Genotropin®, Humatrope® , Omnitrope® and Zorbtive® be designated as non-preferred agents that require prior authorization. 

·  Current therapeutic criteria for growth hormone will continue to be required for all agents.
· The Committee recommended that  patients currently receiving non-preferred agents be “grandfathered” . These agents will be non-preferred and require prior-authorization for new patients. 
Hepatitis C Agents
· The Committee recommended Pegasys®, Peg-Intron® and ribavirin generic be designated as preferred agents. 
· The Committee recommended Infergen®  as non-preferred agents and require prior authorization. 
Multiple Sclerosis Agents
· The Committee recommended Betaseron®, Avonex®, Rebif® and Copaxone® be designated as preferred agents. 

· There were no agents designated as non-preferred.
Erythropoiesis Stimulating Proteins
· The Committee recommended Aranesp® and Procrit® be designated as preferred agents. 

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

Otic Fluroquinolone Preparations
· The Committee recommended ofloxacin generic otic and Ciprodex® otic as preferred agents. 

· The Committee recommended Cipro®HC otic as a non-preferred agent that requires prior authorization. 

Phosphate Binders
· The Committee recommended  PhosLo®, Fosrenol® and

       Renagel® as preferred agents. 

· There were no agents designated to be  non-preferred. 

Sedative-Hypnotics
· The Committee recommended chloral hydrate generic, temazepam generic, triazolam generic, Restoril® 7.5 mg and zolpidem generic as preferred agents. 

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

· The Committee recommended that Lunesta® be grandfathered for current patients. 

Proton Pump Inhibitors
· The Committee recommended Prilosec® OTC, Nexium® capsule and suspension, and Prevacid® capsule, as preferred agents. 

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

· The Committee recommended all current therapeutic criteria except those associated with the solutab form of Prevacid be removed.

Injectable Anticoagulants
· The Committee recommended  Fragmin®, Lovenox®, and Arixtra® as preferred agents. 

· The Committee recommended Innohep® as a non-preferred agent that requires prior authorization.
Angiotensin Modulator/Calcium Channel Blocker Combinations
· The Committee recommended Exforge®, Azor ®, benazepril/amlodipine generic and Lotrel® as preferred agents.

· The Committee recommended Tarka® and Lexxel® as non-preferred agents that require prior authorization. 
Angiotensin Modulators
· The Committee recommended Altace® , benazepril and benazepril/HCTZ generic, captopril and captopril/HCTZ generic, enalapril and enalapril/HCTZ generic, fosinopril and fosinopril/HCTZ generic, lisinopril and lisinopril/HCTZ generic, quinapril and quinapril/HCTZ generic, Diovan®, Diovan HCT®, Benicar, Benicar HCT®, Micardis®, Micardis HCT®, Cozaar®, Hyzaar®, Avapro® and Avalide® as preferred agents. 

· The Committee recommended Aceon®, Teveten®, Tevetan HCT®, Atacand®, Atacand HCT®, moexepril and moexepril/HCTZ generic,  Tekturna® , Tekturna HCT® and trandolapril as non-preferred agents that require prior authorization. 

Benign Prostatic Hyperplasia Treatment Agents
· The Committee recommended doxazosin generic, terazosin generic, Uroxatral®, Cardura XL®, Flomax®, Avodart®, and finasteride generic as preferred agents. 

· There were no agents designated as non-preferred.
Bladder Relaxant Preparations
· The Committee recommended oxybutynin generic, Vesicare®, Oxytrol®transdermal, Enablex®, Sanctura® , Sanctura XR® , Ditropan XL® and Detrol LA® as preferred agents. 

· The Committee recommended Detrol® as a non-preferred agent that requires prior authorization. 

Lipotropics, Statins
· The Committee recommended Caduet®, Lescol/Lescol XL®, Lipitor®, lovostatin generic, pravastatin generic and simvastatin generic as preferred agents. 
· The Committee recommended Advicor®   ,Crestor® , Altoprev®  and Vytorin® as non-preferred agents that require prior authorization.
Calcium Channel Blockers
· The Committee recommended Dynacirc CR®, verapamil generic, verapamil ER PM, Cardizem LA®, diltiazem , nifedipine generic,  felodipine ER generic and  amlodipine generic  as preferred agents. 
· The Committee recommended nicardipine generic, Cardene SR®, Covera-HS®, isradipine generic and Sular®   as non-preferred agents that require prior authorization. 
Beta-Blockers
· The Committee recommended atenolol generic, metoprolol generic, propranolol generic, sotalol generic, nadolol generic, acebutolol generic,  labetalol generic, pindolol generic, timolol generic, bisoprolol generic, betaxolol generic, and carvedilol generic as preferred agents. 
· The Committee recommended Coreg CR ®, Levatol® Innopran XL®, as non-preferred agents that require prior authorization. 
· The Committee recommended that the therapeutic prior authorization criteria for carvedilol be removed.
Antimigraine Agents, Triptans
· The Committee recommended Relpax® , Imitrex (oral) ®, Imitrex (nasal) ®, and Imitrex® SQ  as preferred agents.
· The Committee recommended Amerge®,  Maxalt/Maxalt MLT® ,  Axert®, Frova®, Zomig/ZomigZMT®, and Zomig® (nasal) as non-preferred agents that require prior authorization.  
· The Committee recommended that Amerge®, Maxalt/Maxalt MLT®, and Zomig/ZomigZMT® be “grandfathered” for current patients.  These agents will be non-preferred and require prior-authorization for new patients.
Minimally Sedating Antihistamines
· The Committee recommended Zyrtec® OTC syrup, loratadine/loratadine-D generic and cetirizine OTC tablet as preferred agents. 
· The Committee recommended, Clarinex/Clarinex D® ,Clarinex® syrup,  Zyrtec/Zyrtec-D® , Xyzal, ®  Allegra®syrup , Allegra D® 12 hour and fexofenadine generic as non-preferred agents that require prior authorization. 
Ulcerative Colitis Agents
· The Committee recommended sulfasalazine generic, Colazal®, mesalamine rectal generic, Asacol®, Pentasa®, and Canasa® as preferred agents. 
· The Committee recommended Dipentum® and Lialda ® as non-preferred agents that require prior authorization. 
Skeletal Muscle Relaxants
· The Committee recommended baclofen generic, chlorzoxazone generic, cyclobenzaprine generic, dantrolene generic, methocarbamol generic, orphenadrine generic, orphenadrine compound generic and tizanidine generic as preferred agents.

· The Committee recommended carisoprodol generic, carisoprodol compound, Soma® , Skelaxin®,  Zanaflex® , Fexmid® and Amrix® as non-preferred agents that require prior authorization. 

Topical Impetigo Agents
· The Committee recommended mupirocin ointment generic as a preferred agent. 

The Committee recommended Altabax®, and Bacroban® cream as non-preferred agents that require prior authorization. 


	Pharmacy and Therapeutics Committee

Public Comment

January 18, 2008



Dr. Tina Oakes
Good morning.  My name is Dr. Tina Oakes, and I’m with the Medical Division at Eli Lilly & Company.  I want to thank you for giving me the opportunity to make some comments supporting the use of Cymbalta and the availability of Cymbalta for Medicaid patients in the State of Idaho.  I have been with the Cymbalta Medical Team since December, 2004, that’s essentially four months after launch of Cymbalta for MCD and DPNP.  As a member of the team, I develop, design and run state supported clinical trials for both MCD and DPNP.  I am also responsible for reviewing and approving medical information that’s provided to outside customers, that includes clinical and scientific data, pre-clinical and clinical data.  The efficacy of Cymbalta in reducing pain associated with diabetic peripheral neuropathy has been established in three parallel, 12-week, double blind, randomized clinical trials.  Two of those clinical trials are present in the full prescribing information.  As you know, the primary goal of neuropathic pain treatment is the reduction of pain.  Specifically for Cymbalta, we have shown that patients receiving Cymbalta 60 mg once or twice daily, have a rapid sustained and significantly greater improvement in average pain compared to placebo, and this began at week-1 and continued throughout the duration of the trial, up to the 12-week end point.  Importantly, 53-54% of the patients experienced a significant pain relief defined as clinically a 50% reduction in pain at end point.  42-43% of those patients were defined as sustained responders.  Since we had improvement in the first week, we went back and did a post talk analysis and showed that at 60 mg once daily, Cymbalta significantly separated from placebo in the three trials at day-1, -2 and -4 respectively, again showing the significant analgesic property of Cymbalta in DPNP.  The importance of having an effective medication or medications of different classes available to treat the pain of diabetic peripheral neuropathy is underscored by the growing number of diabetics with, or who will develop, DPNP.  Currently, that is estimated at over one million patients in the US at this time.  You may ask “Why have different classes?”, and here I’d just like to draw a short analogy.  It’s not a perfect analogy, but to say, hypertension.  In hypertension, patients all have high blood pressure, as you know that probably better than me.  However, the mechanism causing their high blood pressure may differ between different patients.  Therefore, it’s important to have a number of different drugs available to treat that high blood pressure in any one patient, and who better to make that decision than the individual clinician.  Therefore, we support the availability of Cymbalta, since it’s a selective seratonin-norepinephrine reuptake inhibitor and is effective in reducing pain.  This has been shown in both pre-clinical and clinical trials. I would also like to highlight another important point.  As most of you are aware, the pain of DPNP significantly impacts both patient function and overall quality of life, and in our three clinical trials, we showed that Cymbalta significantly separated from placebo in improving patient function as measured by the Brief Pain Inventory and the Quality of Life Measure FS-36.  Now let me move on to the safety.  As you know, Cymbalta carries a class warning, which is the box warning for increased risk of suicidality in children, adolescents and young adults.  Patients of all ages starting on therapy should be monitored appropriately and observed closely for clinical worsening, suicidality, or unusual changes in behavior.  Cymbalta is not approved for use in pediatric patients.  Cymbalta also should not be used in combination of other MAOIs or in patients with uncontrolled narrow angle glaucoma.  Cases of orthostatic hypotension or syncope have been reported, as well as cases of hypernatremia.  We also carry two class warnings associated with SSRIs and SNRIs, and that is the risk of developing serotonin syndrome and the risk of increased bleeding and death in patients using concomitant medications which decrease coagulation.  Co-administration of Cymbalta with potent Cytochrome 1A2 inhibitors is not recommended and concomitant use of thioridazine is not recommended.  Cymbalta is not advised in patients who may have slowed gastric emptying, and is also not to be administered to patients with hepatic insufficiency or renal failure.  In conclusion, Cymbalta is a selective seratonin-norepinephrine reuptake inhibitor that has been shown to have a significant impact on reducing pain in patients with diabetic peripheral neuropathy.  Thank you.

Dr. Alan Han 

Good morning and thank you.  I’ll keep it really brief.  I don’t have the package insert to read to you, so I’m just going to tell you a little bit about my own experience.  I’m here to talk about Lyrica.  I’m a practicing neurologist and have lived here about eighteen years.  Just briefly, I have a 50+-year old patient who has had a big tumor pressing on her lumbar plexus, who was having a lot of pain.  She came to me on Lyrica and was doing fairly well with pain control, but I got a letter recently from her private insurance carrier saying that she has had to have tried gabapentin and amitriptyline for thirty days each, and failed before we could use Lyrica.  So now, I’m faced with the prospect of telling her that she has to come off Lyrica, we have to on gabapentin for thirty days and if that doesn’t work, then we’re going to try amitriptyline for thirty days, and then if she fails that, then we can perhaps get Lyrica.  To me, that’s tragic.  Similarly, someone with trigeminal neuralgia can benefit greatly too, so basically what I’m saying is Lyrica doesn’t do everything; it does not cure cancer, it doesn’t unclog drains, but it does help with nerve pain, and sometimes it works better than gabapentin and sometimes it doesn’t work as well, but it’s good to have the option, so I hope you will keep that in mind.  Thank you very much.

Tom Rambow, PA
Good morning.  I’m a physician assistant and work at the Idaho Pain Center.  I’ve been there for about eight years and I take care of neuropathic patients, and pain patients are probably the biggest part of my job.  We take care of a large number of patients that do have diabetic peripheral neuropathy, post herpetic neuralgia, and you can imagine the number of failed back patients we have.  We take care of a number of patients with radiculopathies.  I’m here to speak on Lyrica.  The addition of Lyrica has made a huge difference in our practice.  It’s been a very welcome addition.  As Dr. Han has said, you know, it’s not the right drug for everybody, but my personal experience has been that it’s an excellent drug in these indications.  It has worked well, has a very low side effect profile, and I think the biggest thing that we’ve seen is we’ve been able to reduce a lot of our patients’ narcotics use with the use of this drug with those particular indications.  It’s been an excellent drug that’s easily titrateable, and the way they market the drug, with it being the same price depending on the strength, there are no surprises when it comes to cost to the patient.  We have run into problems... we don’t use Lyrica with everyone, we’re very selective, but again it’s a huge issue in our practice with preauthorizations, not only for Medicaid, but a number of other insurance companies.  We spend a lot of time getting preauthorizations, which is sad for the patients, because when we have someone on a drug that works so well, we sample them, they do well, they have a significant reduction in their pain, and there are a number of times we have to go back and trial those patients on gabapentin, amitriptyline, or some of the other generic anti-seizure medicines.  For a number of these patients, the decrease in side effects is profound, we’re talking about their work, they’re trying to function in a job, taking care of family, and Lyrica clearly has a decrease in cognitive side effects.  I would just hope that you would consider Lyrica as a mainline drug for Idaho Medicaid.  It’s just been an excellent drug for us.

Can I speak on another drug while I’m up here?  I was going to speak on Skelaxin, or do you want me to come up at a different time?  Skelaxin is another drug that we use quite a bit in our clinic because of its mechanism of action.  It seems to have decreased cognitive side effects as well.  The central acting medicines, such as Flexeril and Anaflex, in a number of patients can cause significant sedation.  We have found that with Skelaxin in a number of our patients, that it’s a good medication to have in our arsenal.  It causes minimal sedation, people are able to function, and I was told this morning that Skelaxin is no longer available in generic.  I’m assuming that’s true, and without that, we used to prescribe generic, but without that in our arsenal, I would really like to see Skelaxin on Formulary.  It’s a very good drug for pain patient.  Thank you for your time.

Charlotte Eshelman, NP
Hi, I’m Charlotte Eshelman, I work at Saltzer Medical Clinic. I’m a nurse practitioner and a physician assistant.  I work with rheumatology and fibromyalgia.  I also work with family practice, seeing lots of chronic pain patients and peripheral neuropathy patients, and patients who have lost all kind of hope.  Often by the time they reach me, they’re looking for permanent disabilities and ways to hide in a corner and no longer participate much in life.  One such patient was a 50+ year old lady recently who came to me, had seen everybody, and had been pushed away by most, saying “I can’t do anything for you.  Let me put you on a pain pill, a muscle relaxant, and an antidepressant, and maybe we’ll see you get a little better, but why don’t you go try seeing someone else?”.  That patient came to me and we put her on Lyrica.  She has come off of her narcotic medications, she is no longer seeking disability status, and she wrote me a little e-mail not long ago, saying “I just want to thank you for letting me get back into life again”.  She had come to me with no hope, and that drug made a huge difference in her life.  I have seen others with peripheral neuropathy who all of a sudden, when they come into your office, they say “Man, I can feel my feet again!”.  Could you ever imagine what it’s like to not be able to feel your feet in the morning or reach over and touch your partner in bed with your toe and know that they’re there and not just feel like you bumped something with a stump instead?  It’s a sad thing.  I’m a patient who has a peripheral neuropathy from a neck injury and was placed on this particular medication, and I know my preacher husband’s over there now when I reach over and touch him with my toe.  It’s an amazing thing, and it’s something that can give people hope.  I really believe that this drug needs to be offered first line to people who have lost hope.  I’m seeing people become a part of life again because of the effects of Lyrica.  I’m excited about what I see, and I’m not one who ever wants to see them give up on life, and that’s the long and short of it.  It’s a drug that we need because it’s going to give us a chance to keep people in life, and not have to pay for their forced withdrawal.  Thank you very much.

Dr. David Bettis
Good morning.  I’d like to thank Dr. Norris and the Committee for allowing me to speak before you.  I’m a pediatric neurologist on my twenty-first year of practice in Boise.  Two-thirds of my practice deals with epilepsy and seizure disorders, and I’m here on behalf of the epilepsy community and also Dr. Robert Wechsler, an epilepticologist in Boise, who was not able to attend, but who has testified before me.  Epilepsy is often a very devastating medical condition, where control of seizures has a profound effect both on health care costs and quality of life for the patient, and when I look at the list of conditions you are reviewing today, I must say that my bias is that anticonvulsants should be in capital letters, given the impact on patients.  The physicians caring for patients with epilepsy really need a full range of treatment options available for epilepsy in 2008 to achieve the goal of seizure control.  I’m also very reminded that evidence based medicine is how our newer generation anticonvulsants came to approval in the first place from the FDA. I was a phase-3 clinical investigator for a majority of the nine drugs that have become available since 1993 on the anticonvulsant market, and I must say that I’m very impressed with the nature of that process; a very arduous, painstaking, detail-rich, very expensive and very length process to gain approval.  The evidence for effectiveness and safety of the newer generation anticonvulsants is well known, and obviously, I don’t have time to go into that here, no matter how fast I talk.  It also matches my clinical experience.  One highlight of the safety issues of the new generation anticonvulsants is that almost all of them, with the notable exception of felbamate, do not require routine monitoring of liver function or CBCs to look for organ failure because they are safer drugs and we don’t have to worry about that.  I appreciate your goal to be good and watchful stewards of public resources, and I join you in that.  I think physicians should strive to be cost conscious, but much more importantly, cost effective.  Limiting the choice of anticonvulsants based on cost takes a very significant risk of being penny-wise but pound foolish, except I would add a couple of zeroes to that statement.  I’m sure that you will hear many anecdotes and anecdotes are not scientific evidence, but I’m very recently affected by the example of a young child who went into recurrent status epilepticus more than a hundred miles from Boise this week, and his helicopter transport and overnight stay in the Pediatric Intensive Care Unit is going to cost several thousands of dollars, probably between ten and twenty thousand dollars, and if I can prevent one episode of status epilepticus with a new generation drug and he will be, obviously, subjected to a medication change in the very near future, that would be a very cost effective approach to his care.  I would urge the Committee to leave a full range of options available to neurologists and epilepticologists caring for epilepsy patients who need them.  Thank you.  Questions?  
Question: Is there any new safety information on any of them that we need to be aware of if we were to decide not to keep one of them preferred?
Answer:  Of the new generation drugs?

Question:  Or any of them, the old ones to.

Answer:  Um, not terribly new.  Pancreatitis became a black box warning for valproic acid.  I had used that drug in great confidence for twenty years without having seen a single case of liver failure, and then sure enough, one case of pancreatitis cropped up recently.  That’s not new information though.  If I become aware of something else, I would be happy to get that information to you.  Thank you.

Dr. Richard Radnovich  

Good morning.  I’m Dr. Richard Radnovich.  I’m the Medical Director and founder of Injury Care Medical Center.  We’re a practice that treats musculoskeletal injuries, the pain from those injuries and chronic pain like neuropathic pain.  I would like to talk about the PA process in general and talk about the treatment of neuropathic pain specifically.  I’m going to tell you that I think the PA process is bad for my practice, I think it’s bad for Idaho, and I think it’s bad for Medicaid.  Some time ago, I had hired a nurse practitioner, a very capable woman.  Her husband had left her a single mom with two young children.  She was a former truck driver, put herself through nursing school, became a nurse practitioner, and worked several years for Blue Cross.  I hired her, in part, because she had processed PA’s at Blue Cross, and her attitude was “It’s not a big deal”.  So when she started at my practice, the first thing I did was have her do all of my PA’s.  She didn’t make it two weeks.  She came to me and said “Doc, I need help.  This is too frustrating, it’s too ambiguous, it’s not any fun and I can’t do it all.”.  So we kind of parsed out her details a little bit better and tried to get her a little bit of help with that, but they dramatically increased my cost, they dramatically decreased my productivity, and we don’t get any patient care benefits from them.  Nothing.  I also think it’s bad for Medicaid.  You know, one of the physicians mentioned that we not only need to be cost effective, we need to treat things to prevent other occurrences, and I think most physicians truly are thinking about cost when we prescribe, and when we prescribe drugs that are more expensive, we do that because we think in the long term, that’s going to be the cheapest drug to use.  When I get a prior authorization form back, I see the patient more frequently, I prescribe unnecessary drugs, there are unnecessary emergency department visits, and unnecessary hospitalizations, and you heard a number of stories already this morning, so I’m not going to bring up any more, but every practitioner in this state has countless stories of patients who had unnecessary ER visits and unnecessary hospitalizations because of delays in care because of the PA process.  I would ask you to consider a suggestion:  There are times that there are lower cost alternatives that I would like to prescribe, and I have actually sat in the room with a patient on a speaker phone when I called your people and said “What can I prescribe?” and they couldn’t get me to the website, they couldn’t get me the choices, and it didn’t look very good for either of us.  So, in stead of a PA process, how about this?   When I write a drug that’s not approved, send me back a form that says “Dear Doctor, You have prescribed Drug X.  That costs $200/month.  Please consider Drug Y at $50/month and Drug Z at $30/month.”.  Now, I know you send out bulletins like this all the time, but I don’t have access to that when I’m busy and running around, but a form that came back like that, that said “Hey, you prescribed Flovent, which is a brand new drug.  How about generic betamethasone?”.  Oh sure, checked off, it’s done.  Simple, no extra cost.  Okay, so I think in that way, we could probably save a whole lot of money for the state and provide better patient care.  I also mentioned that I thought it was bad medicine for the patients of Idaho.  Acute pain is a symptom.  Chronic pain is a disease.  Neuropathic pain is a very challenging disease to treat, and we have precious few medications in our armamentarium to carry and treat those diseases effectively.  Again, we’ve heard plenty of stories about how drugs like Cymbalta and drugs like Lyrica restored peoples’ function, and I have those stories too.  Patients that are going back to work, patients that are not on Medicaid anymore, or the patients that are not considering disability; remarkable stories and remarkable drugs.  We shouldn’t be limiting access to these drugs, we should be trying to make them more available, because they’re safe and effective, so please consider keeping Cymbalta and Lyrica and other neuropathic agents available as first line agents.  In closing, gosh I’m almost as quick as Dr. Han is, and that’s actually saying something; please consider the voluntary program I kind of outlined.  I would be happy to discuss with any of you about how to implement and set that up.  I’ve seen it done in other states.  I believe, again, that PA’s are bad for my practice, I think they’re bad for Medicaid, we’re spending millions of dollars and not getting one bit of patient care out of that, bad medicine for our citizens, our most vulnerable citizens, our Medicaid population, are the ones who are suffering the most.  Finally, I would like to invite any one of you to come out to my practice any time and spend a day or so at my practice and see how I treat patients, and if you’d like, I’d even let you fill out a couple of PA forms.  The record right now is six days and five hours, so see if you can beat it.  Thank you very much.

Bill Beckmen
Good morning everyone.  My name is Bill Beckman, and I’m with King Pharmaceuticals.  I’m the Director of Corporate Accounts for the West.  As I said, Dr. Thompson has been held up, so I’ll just go ahead and speak in her absence.  I’m here to talk to you this morning about Avinza and encourage the Committee to reconsider the reinstatement of Avinza to the Idaho Medicaid Formulary.  I would like to share with you, some information regarding Avinza.  Avinza is morphine sulfate extended-release capsules, by summarizing some points from two recently published studies, the ACTION study and the ACCPT study.  The ACTION study was a large, open-label, randomized study that compared Avinza to OxyContin in long-acting, opiate naive patients with a median age of fifty years, with a 6-7-year history of chronic, moderate to severe low back pain rated at 6-7 on a scale of 0-10.  Over the course of an eight-week evaluation phase, Avinza provided the following:  Significant improvements in weekly mean pain scores, with the average pain score of less than 4 over the eight-week evaluation phase.  Significantly better pain control during weeks 1, 4 and 8, compared to OxyContin.  Significant reductions in the number of rescue medication doses, for example ibuprofen used for breakthrough pain, significant improvement in quality of sleep for the entire eight-week evaluation phase, a lower daily morphine equivalent dose compared to those in the OxyContin group, and comparable safety and tolerability profile.  The ACCPT study evaluated the clinical effects and pattern of use of Avinza under real-world conditions for three months.  This study included opiate naive subjects, as well as others who had failed other opioids, who had chronic, non malignant, moderate to severe pain.  Again, the majority, 63% of these patients, suffered from low back conditions.  Over the course of the three months, Avinza provided the following:  A significant improvement in mean daily pain scores from a 7.83 on a scale of 0-10, to 5.77 that remained at that level for the entire three-month period.  A significant improvement in all sleep measures, including the mean composite sleep score, which is a global measure of sleep quality.  An improvement in physical functioning for those activities requiring a moderate effort, not statistically significant though, such as climbing a flight of stairs.  Stable dosing throughout the three-month period, with a mean dose of 74 mg daily.  In conclusion, through its unique, sustained-release technology, Avinza has been shown to provide consistent, once-daily, around the clock pain relief as evidenced by significantly reduced pain scores, improved sleep and physical functioning, comparable, if not improved, efficacy in some respects when compared to the competition, and stabilized dosing over an extended period.  The chronic pain population has a couple of things in common.  Number 1, they are a very difficult to manage for any number of reasons, and as a potential consequence, patients may be predisposed to inadequate or inappropriate treatment.  If it has been determined that a long-acting narcotic could provide some benefit, then that health care provider should have the opportunity to utilize Avinza as a potential tool to help improve that patient’s quality of life.  Thank you.  Any questions?

Question:  Who were you representing this morning?

Answer:  King Pharmaceuticals.

Question:  All right, what was the doctor’s name? 

Answer:  Dr. Sandra Thompson.

Thank you.

Dr. Nancy Nadolski
Time is the most precious thing we have, and thank you for making time at this meeting to hear from me, as well as my colleagues.  Also, thank you all for your service to this committee.  My guess is that you do it out of the love for your patient and the love of the state that you live in, and not for all of the money and fabulous prizes that you get as a result of you being here.  Well, for the last nine years, actually, I have sat knee to knee with psych patients and recently, as a result of some challenges with one of my children, I’m on a sabbatical and will soon be moving into just do sleep medicine.  I read with interest your mission statement to promote and protect the health and safety of all Idahoans, and this year, I’m determined to be brutally optimistic about that.  I love history and, above all, “do no harm” has been the mantra that creates trust with the patient’s that I serve and, my guess, with yours too.  As I reviewed the list of hypnotics that are listed without any prior authorization, I see history has given us some wonderful lessons.  Chloral hydrate was probably the best thing since sliced bread when Justus von Liebig synthesized it in the lab in 1832, and its effectiveness to put people to sleep are documented across history from the Mickey Finn and the Chicago underground, to the Kool-Aid at Jamestown, and most recently the death of Anna Nicole Smith.  Temazepam was used with a lot of confidence in the decade that I was an adolescent 40+ years ago.  What a gift that we have in this day and age, to care for patients with medications like ramelteon that make the first move at the sleep switch and reset the sleep cycle for restorative sleep.  My experience with the Medicaid patients that I have served is that they are night owls and that ramelteon has a strong impact on resetting the circadian clock, so that Medicaid patients can restore their sleep cycles and hopefully arrive at their morning appointment on time.  Max Hirshkowitz, who is a medical doctor and a researcher in sleep, actually is in Houston, talked about how the success he’s had with ramelteon with resetting the circadian rhythm and the sleep switch in patients in recovery from substance abuse and alcoholism, mostly because they are night owls and this medication works very well in treating that delayed phase onset.  Since ramelteon works outside the “fun zone” or what James Brown would call the “I feel good” part of the brain, it’s the best place to start in treating insomnia for a population that is already at risk for substance abuse.  Sleep is something we’re supposed to do a third of our life.  A third of our life.  An apple a day and regular exercise pales to the power of a good night’s sleep, especially when treating chronic disease.  Thank you for your time and attention to the prior authorization process for all medications, and to moving away from those medications that history and evidence have given us of doing harm, to agents that protect the health and safety of all Idahoans.  Thank you.

SOME TESTIMONY HAS BEEN LOST FROM THIS POINT FORWARD DUE TO TECHNICAL DIFICULTIES
Dr. Melissa Szymczak
Thank you for the opportunity to present the clinical highlights of Altabax 1% ointment, generic name retapamulin.  My name is Dr. Melissa Szymczak and I’m a Medical Information Scientist at GlaxoSmithKline.  Altabax is the first drug available in a new class of topical antibacterial agents, pleuromutilins, recently approved by the FDA for the treatment of impetigo, specifically due to Streptococcus pyogenes and Staphylococcus aureus, methicillin-susceptible strains.  The reason we do not have an indication for MRSA and our labeling is specific to methicillin-susceptible strains, is there weren’t enough patients at baseline in any of our clinical trials that were identified as having MRSA.  It’s also important to note that Bactroban is not indicated for MRSA and the clinical trials for mupirocin as a treatment of impetigo were conducted twenty years ago before we really even heard of community-acquired MRSA.  Altabax has a novel mechanism of action in that it selectively inhibits bacterial protein synthesis at three different steps, by binding to a unique site on the bacterial ribosome.  This mechanism translates into multiple clinical advantages, including potent antibacterial activity in vitro against key pathogens associated with impetigo.  In fact, Altabax has been shown to be thirty-two times more potent in vitro than mupirocin and sixteen times more potent in vitro for Strep pyogenes than mupirocin.  Altabax maintains consistently low MICs for pathogens that are both susceptible and resistant to other antibacterials.  Specifically, Altabax maintains an MIC-90 of 0.12 against Staph aureus strains that are resistant to methicillin, macrolides, and mupirocin.  It’s also important to understand that the US prevalence of mupirocin resistance is approximately 10% and rising.  Altabax has shown no cross resistance to any other antibacterial and has a low propensity to the development of resistance.  Altabax has demonstrated superior clinical and microbiologic efficacy in the treatment of impetigo compared to placebo in 210 patients at least nine months of age, and in another comparative trial include 517 patients with impetigo, Altabax was shown to be statistically superior to the fusidic acid ointment, a standard of care for the treatment of impetigo both in Europe and in Canada, both on a clinical and a microbiologic success rates in the per protocol population, which was 99.1% in the Altabax group compared to 94% in the fusidic acid group.  This efficacy was shown at end of therapy following a five-day, twice-daily dosing regimen.  BID dosing regimens have also been shown to result in significantly greater rates of compliance, which is particularly important for our Medicaid population compared to three-times-daily dosing regimens.  This is important for successful treatment and also in the prevention of resistant organisms.  Additionally, the current market share in surrounding states of approximately 0.5-2.0% demonstrates that Altabax is not being over-utilized outside of its indication for impetigo.  When evaluating the total cost of treatment with Altabax versus comparative products, please consider that the 5 gm tube should be sufficient for covering the indicated dosing regimen and the indicated treatment area.  Patients also need three times less as many doses and product of Altabax compared to mupirocin ointment based on the indicated dosing regimen.  Considering the increasing rates of resistant pathogens in the United States and the proven efficacy and safety for Altabax in the treatment of impetigo, GlaxoSmithKline respectfully requests preferred Formulary placement for the 5 gm tube of Altabax for the treatment of impetigo.  Thank you.

Question: So are there any _______________?

Answer:  We currently do not have any ongoing head-to-head studies.

Question:  _____________?

Answer:  None at this time.

Thank you.

Jennifer Brzana, PharmD
My name is Jennifer Brzana, I’m a PharmD with Medical Affairs at GlaxoSmithKline and I’m representing two products today; sumatriptan and lamotrigine.  I will first discuss sumatriptan’s continued status as a preferred triptan on the Idaho State Medicaid PDL.  Sumatriptan remains the gold standard among triptans for two crucial reasons:  First, the _____ mg tablet is the fastest acting oral triptan on the market, with the onset of migraine relief as early as twenty minutes, and we all know that speed is of the essence in treating migraine.  Secondly, sumatriptan is the only triptan commercially available in three formulations, allowing for oral, nasal and subcutaneous administration.  This allows patients to tailor therapy to meet their symptoms.  It also allows patients to utilize both subcutaneous and oral administration in the same 24-hour period without mixing triptans, like the contraindication that goes across the class.  Moving to lamotrigine:  It is considered among the few broad-spectrum anti-epileptic drugs.  Its indications include adjunctive therapy for both primary generalized tonic-clonic and partial seizures in adults and children down to the age of two.  Treatment of generalized seizures associated with Lenox-Gastaut syndrome and conversion to monotherapy in adults with primary seizures.  In addition, lamotrigine has been proven to extend stability in adult patients with bipolar-1 disorder by delaying time to occurrence of future mood episodes.  These include mania, hypomania, mixed mood state and depressive episodes.  Lamotrigine is the only AED with an indication for long-term maintenance of bipolar disorder.  For providers, lamotrigine has several favorable traits:  it exhibits linear pharmacokinetics, has minimal protein binding, and is a titrate to effect drug, all this means no blood level monitoring is required.  Secondly, it’s not an inducer or inhibitor of the P450 system, meaning it’s less likely to inhibit the metabolism of other drugs, and it has the longest running pregnancy registry in existence.  This provides useful information to providers making difficult treatment decisions in women of child bearing age.  For patients, lamotrigine has a favorable tolerability profile, with the most common adverse events including dizziness, headache, blurred vision, and insomnia.  Studies have shown lamotrigine to have a weight neutral effect, and studies have also shown lamotrigine does not have significant clinical impairment on cognitive __________.  Prescribing information for lamotrigine does contain a box warning concerning risk of serious rash.  The rates of serious rash in the adult population range from 0.08-0.3% and in pediatric patients, the rates in clinical trials was 0.8%.  It is felt that this risk is increased by not using the appropriate initial dose and titration schedule, however cases have been recorded in the absence of these factors.  Lamotrigine’s broad and unique indications and favorable pharmacokinetic profile and tolerability make it a strong candidate for Formulary inclusion.  Thank you.

Dr. Gene Felber
Good morning.  I’m Dr. Gene Felber and I’m a Clinical Outcomes Manager with Takeda, and I want to follow-up what Dr. Nadolski has spoken on with Rozerem, a drug used outside of the “fun zone” as she has said to treat insomnia.  Generic name, ramelteon.  Rozerem or ramelteon is not a BZRA or benzodiazepine receptor agonist.  Instead, it works on melatonin, melatonin-1 and melatonin-2 receptor agonists.  Sleep is a difficult thing to describe.  There are really two mechanisms that affect sleep; one is the homeostatic sleep drive and the other is a wake-promoting signal.  What ramelteon does, is suppresses that wake-promoting signal in an area of the brain called the suprachiasmatic nucleus, and in binding with those receptors, it lets the homeostatic sleep drive take over.  I think that’s important, I go through this presentation, I hope you understand how that effect could be seen as an advantage in terms of affecting cognitive behavior and sedation.  Rozerem has been shown to be consistently safe and efficacious in reducing both objective and subjective sleep latency by PSG (polysomnography).  The effects were demonstrated in adult and elderly patients; there were five clinical phase-3 trials, three were for chronic insomnia, and two of them were for transient insomnia.  In both transient and chronic insomnia populations, and in long-term trials, Rozerem has demonstrated significant reduction to sleep latency from baseline and when compared to placebo throughout up to six months of nightly treatments.  Some of the updated information I want to provide to you that was not presented last time related to safety and abuse potential:  In two separate studies that looked at Zolpidem and Zopiclone as controlled treatment, ramelteon did not impair middle of the night balance, mobility or memory performance, and did not affect body sway, whereas the two controls impair performance of these measures.  Abuse liability studies such as been done by a well known researcher by the name of Roland Griffiths have shown that doses up to twenty times the recommended dose, and that would be up to 160 mg, that Rozerem had no abuse potential and no adverse effects on cognitive and motor performance.  Results of these studies have led the FDA to classify Rozerem as the only non-scheduled treatment for insomnia.  In chronic insomnia studies, there were no clinical meaningful differences versus placebo on standard measures of next day residual effects that include psychomotor function, memory, self- reported change in mood or ability to concentrate.  There has been no evidence of rebound or withdrawal symptoms upon discontinuation of ramelteon, and there is no restriction on long-term use.  CYP1A2 is the major isoenzyme involved in the metabolism of Rozerem.  Interaction studies with fluvoxamine, a strong CPY1A2 inhibitor, significantly increase Rozerem levels, although clinical symptoms were not evident and associated with this increase.  However, Rozerem should not be used in combination with fluvoxamine and should be used with caution in patients taking less strong 1A2 inhibitors.  Rozerem is one dose for all patients, whether they have any renal impairment, including patients on hemodialysis, mild to severe COPD, and mild to moderate obstructive sleep apnea.  In fact, in phase-2 studies, patients with OSA did not have any significant differences in O2 saturations observed throughout the night while taking ramelteon versus placebo.  I would like to ask that the Committee consider Rozerem for a preferred first line of treatment, and even perhaps to consider creating, given the unique mechanism of action and I think unfair classification as a sedative hypnotic, considering a separate subclass in this category.  Thank you.  Questions?  Thanks.

Barb Hair
Good morning, I’m Barb Hair, I’m a Senior Executive Specialty Representative in Merck’s Neurology Division, and first I want to thank you for the opportunity to speak here today, and I also want to thank you for the business and the support through the years for our products, including Maxalt.  As of June, 2008, Maxalt has been on the US Market for ten years.  There are just a couple of circular changes that I’d like to make you aware of.  Number one is, last summer there was a change in the label for all triptans, SSRIs and SNRIs, warning that life-threatening serotonin syndrome cases have been reported when combined use of triptans with SSRIs or SNRIs.  If concomitant therapy is clinically warranted, you want careful observation of the patient, particularly during initiation of treatment and also with dosage increases.  This was a class labeling change.  In addition, we did change our packaging from nine to twelve tablets, so that there are more tablets available per package.  As you know, Maxalt is indicated for the treatment of migraine attacks with or without aura in acute attacks.  It is not intended for prophylactic therapy or in managing hemiplegic or basilar migraine.  The safety and the efficacy of Maxalt has not been established in cluster headaches, which is in older, predominantly male population.  It’s contraindicated in patients with ischemic heart disease, coronary artery vasospasm, or significant underlying cardiovascular disease.  Maxalt, because it may increase blood pressure, should not be given to patients with uncontrolled hypertension or used within twenty-four hours of an ergot or ergotamine-containing medication, or another triptan.  Maxalt should not be administered to patients to hemiplegic or basilar migraine, contraindicated with the administration of MAO inhibitors, or within two weeks of discontinuation of those.  Maxalt does offer you a unique dosing option in the MLT formulation, and this is very useful for patients who may experience nausea during an attack, because it can be taken with or without water. For those who are not able to tolerate a glass of water, that’s a nice option.  All of the data that I will be citing is from our product insert based on your requirement for evidence and I want to respect that.  Our thirty-minute data for Maxalt, thirty minutes was the earliest time point that we measured our data, and it’s unsurpassed at a 20% probability of relief within thirty minutes.  The MLT formulation is very similar at a 21% relief at thirty minutes.  At two hours, Maxalt offers 67-77% probability of pain relief, and that’s based on four clinical trials that is in our product circular.  If you pool all of that data, you will see 72%.  The MLT is really similar for 66% and 74% for the two studies cited in the product insert.  The efficacy was unaffected by the presence of aura, by gender, by age of the patient, concomitant use of common migraine prophylactic drugs or oral contraceptives, and in two additional studies, the efficacy was unaffected by the presence of menses.  I want to thank you for your consideration, and I have product inserts available if anybody would require them.  I’ll just ask if you have any questions for me.  

Question:  _________ pack is not available ____________?

Answer:  It’s just twelve.  In many cases, I believe that pharmacies can split that up if that’s required.

Thank you.

Jon Sonoda
Hi, my name’s Jon Sonoda, I’m a Medical Scientist with Sanofi-Aventis, and really when I think when we look at insomnia, we’re not really looking at simple insomnia.  Most of those patients see primary care docs and are given simple remedies for that.  When we talk about insomnia, we’re really looking at your chronic insomniacs.  This is very important, because the NIH actually diagnosed these patients who have chronic insomnia, which means they have episodic insomnia episodes for four weeks.  What that means, is that patients who actually have to go in, think about it, have been going to treatment, when they go and see a specialist, they are considered a chronic insomniac.  But we don’t have drugs to treat that.  If you look at the package inserts for benzodiazepines, things like temazepam, right?  They’re indicated for 7-10 days.  Zolpidem itself is only indicated for 10-14 days.  They are indicated for short-term use.  Now, how’s that classified?  That’s classified as wake time after sleep onset, so we’re not talking about how long a person sleeps.  In fact, in a lot of cognitive behavior therapies, we say we don’t want the elderly population lying in bed for a long period of time.  You could go to bed early and think you get eight hours of sleep.  If you wake up in the middle of the night and you toss and turn for hours, that’s wake time after sleep onset, and patients wake up tired.  They’re actually less effective the next day.  This is what Ambien CR has actually done, and I know there would be questions because this is what I hear all the time “Ambien-CR is __________________.”.  Understand something:  Zopiclone was a Sanofi-Aventis drug, sold under the trade name of Imovane, now a generic world wide.  Its isomer, eszopiclone, is now available.  We had an opportunity for that drug, but we were told by specialists around the world that the best drug for sleep was Ambien, but we needed to get an indication for sleep maintenance for chronic use.  What we have done, is removed some of that up front drug and put it through the sleep hours, during hours 3-6 in the evening, and there’s some safety built into that, because when you hear about somnambulism and all these things, these are patients that have actually taken a drug that has a short half life of 2.6 hours, wake up in the middle of the night, and that’s the ones who are having problems.  They can take more than enough drug.  With Ambien-CR, that’s not available.  The matrix, even if they were to chew the tablets, won’t hit the 300 ng Cmax.  This way, there’s built-in safety.  So when you hear about a lot of these publications, you notice it’s always Ambien.  They never talked about CR, because we haven’t seen that huge change in our own medical information letters.  So I think that’s very important when you start looking at what is considered a drug used for sleep maintenance.  The other thing is, we’ve actually completed long-term studies.  A Krystal study showed that you can take Ambien-CR and patients were allowed to take it how often they wanted to.  So if they wanted to take it more and more each week, they could, but we found that they didn’t.  At the end of six months, the amount of tablet consumption was the same, meaning that there was no tolerance.  When we stopped the drug immediately after six months, there was no rebound.  We’ve also completed two studies, one in General Anxiety Disorder, and the other in Major Depressive Disorder.  These are your patients who have chronic insomnia, depression and anxiety, and we have demonstrated using other drugs for depression and anxiety with Ambien-CR, that we actually improved both symptoms, both insomniac symptoms, Ambien improved on their depression and anxiety scores, and this is your chronic, co-morbid anxiety patients with anxiety and/or depression.  This is the population we’re looking at, and you only have a couple of options for drugs with that indication, and that’s very important, because many of the drugs that are used to treat insomnia don’t even have an FDA indication and they’re being used, and we don’t see that in many of the disease states.  Finally, I want you to consider Ambien-CR as an addition, since it’s not on Formulary right now, because it’s one of a few treatment option arms that actually has the data to show that it improves sleep maintenance and can be used for chronic insomnia.  At this time, do you have any questions?  No?  Thank you.

Adam Sosa
I’ll condense my version.  I have two drugs, Axert and Topamax, to talk about.  Adam Sosa, from Ortho-McNeil Janssen Scientific Affairs, and I come to OMJ as a previous pharmacy director, formerly sitting on your side of the table, running pharmacy and therapeutics committees.  In a nutshell, my background was doing prior authorizations, living, breathing and sleeping all of that, and the reality of prior auth and P&T is that things that happen in clinical trials and lab data aren’t always as significant as what’s produced further down the road with national guidelines, evidence-based medicine, and what I’d like to point out today in talking about those things, specifically around Topamax, is that it is a drug that is indicated in both epilepsy and migraine.  It does represent a broad spectrum of indications within the epilepsy population, but more specifically, Topamax is noted by the American Academy of Neurology and American Epilepsy Society, which established guidelines in 2004 as the only second generation, level-A recommended anti-epileptic drug, which is the highest quality of published evidence rating.  It is indicated as such, as an adjunctive therapy for refractory, partial-onset epilepsy with or without aura for both adults and pediatrics primary generalized tonic-clonic epilepsy and symptomatic generalized epilepsy.  In addition to that, Topamax is also noted in guidelines and evidence-based medicine in the treatment migraine, for the prophylaxis of migraine.  In 2005, the National Headache Foundation guidelines and recommendations, topiramate is listed in the group-1 category, which includes those medications with medium to high efficacy, good strength of evidence, and mild to moderate side effects.  So things like calcium channel blockers, which are frequently used for prophylaxis are actually category-5, which don’t separate from placebo and no real scientific evidence to support that use, but is frequently used among commercial payers and health plans.  Finally, very briefly in terms of Axert, we know from many meta-analysis reviews of Axert, over 54 clinical trials and over 24,000 patients, authors that assess the efficacy and safety of different triptans find them all equally efficacious, similarly safe, but a profound reason why patients fail on triptans is the side effect profiles.  When looking at those meta-analyses, Axert was one of three triptans with the highest likelihood of consistent efficacy, but the one choice that was noted for both high tolerability and efficacy, so again taking care of that tolerability factor.  I’ll wrap it up here.  If anybody has any questions?  Thank you.

Sue Heineman
Good morning, I’m Sue Heineman, a Medical Outcomes Specialist for Pfizer Global Medical.  In the 2.5 years that I’ve been involved in this process, I sense a sigh of relief when you guys see me, not because you enjoy my testimony, but you know that I’m usually one of the last presenters, so we’re almost done.  I’m speaking on behalf of pregabalin, Lyrica, and to just kind of mix it up a little bit, I want to talk about the DERP Review.  No one has really talked about that in the neuropathic pain.  I read all 200 pages, I read them again, and I read them again, and it was really interesting and I think that makes me a geek, but it was really interesting, the process that they used.  They used adjusted and indirect comparisons to take all the placebo control trials to make some sort of a sense in comparing these trials.  Now, the process was based on a method published in the Journal of Epidemiology in 1997, also available in the Cochrane Database.  But what it does, and this is stated in both the trial that was published in 1997, the Cochrane Database and the DERP Review, that in theory, trials that compare two or more drugs to a common comparator, usually placebo, can provide indirect evidence about comparative effectiveness while preserving some of the benefits of randomizations, and for this adjusted indirect comparison to be valid, the trials being compared are similar in design and patient characteristics.  If you guys looked at all those trials, there are very few that have two drugs comparing to placebo.  There are so many neuropathic pain studies that are out there, so I really didn’t feel that there was any sort of strong conclusion.  I was a little disappointed in that, because I thought it was a really interesting method of comparing the studies. So what I would like to say is that pregabalin has four FDA-approved indications, and Pfizer is committed to promoting these for the FDA-approved indications, and I know some of the testimonies by the providers earlier talked about some off label uses, but I just wanted to reinforce the fact that we are committed to making sure that this is used on label.  The DPN/PHN trials, six studies, three for each of the indications, were available at the time that this drug was approved.  It’s available for adjunctive therapy for partial-onset seizures.  It was approved in 2005 and was the first anti-epileptic since 2000 to receive approval, so it does provide an option as an add-on.  Then lastly, fibromyalgia.  It is the first drug approved for fibromyalgia.  There were studies involving 2000 patients.  They showed significant pain reduction, significant improvement in outcome, and you guys heard some of the amazing stories that the providers are hearing, so I would just ask that you not put any restrictions on this, to lift the gabapentin requirements for DPN and PHN, because these are two different drugs.  Gabapentin is not predictable, especially as an you get to those higher doses.  Pregabalin is predictable in its kinetics; fast pain relief within the first week, and even by day-2, so at this point, thank you for the opportunity.  

Question:  Do you know why it’s placed in the schedule?

Answer:  Yes, it’s a centrally activating agent, and the FDA required that there be study... any agent that was, acts centrally, has to be evaluated for abuse, and so they took fifteen alcoholics and drug abusers to see if they would actually feel some sort of an effect from it, and in those they did see some sort of a “good feeling” and that was the reason why it was in schedule-5.

Question:  You’re hearing about the _________ data comparing agents.  Do you know of other information that ______________?

Answer:  Um, you know, there are some.. No, I mean, yeah, there isn’t, yeah, yeah, and a quick answer, no.  There are some studies that are involved in there that look at reducing the number of opiates and concomitant medications when you use pregabalin, but those were not, but... I mean, there aren’t.  Most of those trials were the FDA registration trials they required, so.  

Thanks. 
Robb Host
Good morning, thank you.  Robb Host with Cephalon Pharmceuticals. I wanted to just introduce you briefly to a new skeletal muscle relaxant product that we launched to the market in November of 2007.  The product’s name is Amrix, and it’s an extended-release cyclobenzaprine.  It’s indication is for adjunct to rest and physical therapy to treat the relief of muscle spasms, both acute and due to painful musculoskeletal conditions.  One of the unique things about this product and differentiates itself from the rest of the products in its class is that it’s the only FDA-approved, once-a-day skeletal muscle relaxant product.  Contraindications for this product are patients who are hypersensitive to cyclobenzaprine or the patients who are currently taking MAOIs.  The most common adverse events were dry mouth, constipation, dizziness and headache.  In our pivotal trials with 504 patients, the primary end points showed statistical significance versus placebo, which wasn’t surprising, but also one of the unique things in our study was that we did compare the cyclobenzaprine generic that is on the market taken, what, three times a day, and sedation rates were 1-2% for Amrix versus 7% for cyclobenzaprine generic, so one of the things that a physician earlier mentioned, problems with this class and sedation is that it is a key adverse event for all musculoskeletal products in its class, and Amrix had a significantly lower sedation rate.  So with that, I just wanted to introduce that new product to you and thank you for the time.

Dr. Sandra Thompson
I’m Sandra Thompson, I’m a Pain Management Specialist and I’m sorry I’m late.  The main reason I’m here is because I’m a Patient Advocate, and what I see in my practice of pain management is difficulty matching what is allowed by Health & Welfare to what the patient actually experiences.  So for example, if a patient has fibromyalgia, it’s okay to give them all the narcotics there is in the world, but your choices of other medications that are non-narcotic are very few.  I try to match patient symptoms to the right medication, keeping in mind the cost, and there are medications that we have and we use off label that are right for each patient that are cost effective that are denied.  I would like to see a process where that becomes easier to gain access to individual patients to say, “This is why we’re thinking that this is the most perfect drug”.  Okay, having said that, I’m here to talk about three specific drugs.  First is Avinza, and my reason for choosing Avinza is because it’s long-acting, the patients tend to see smoother pain control and they don’t have to take as an many short-acting rescue medications.  The second drug is Skelaxin and for my patient population who mostly are confined to use narcotics to manage their pain, when they need muscle relaxants, I would like to combine that with a muscle relaxant that does not have the sedative effects of most of the other muscle relaxants.  I know it’s more expensive, but for older patients and patients who are on combination therapy, that seems to me to be the best choice.  Often, those patients do not require the t.i.d. or q.i.d. dosing that is recommended by the pharmaceutical company, so often most patients will take one or two tablets a day, so you are saving cost by giving fewer pills, even though each pill might be more expensive.  The third drug is Cymbalta, and I like Cymbalta because you can treat peripheral neuropathy and depression at the same time.  Most of my patients with pain problems are extremely depressed, so we’re actually killing two birds with one stone using one drug as an opposed to using an antidepressant and a medication for peripheral neuropathy.  That’s all.  

Question:  What is ___________ with respect to Kadian _____________?
Answer:  Well I do use Kadian and what I find with Kadian is that often I have to dose b.i.d. and sometimes t.i.d. and I know t.i.d. dosing isn’t recommended, but one has to get creative with my patient population.  I mean, I see 30-40 patients a day and you have to match what works for that patient, so.  Any other questions? Thank you.
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