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	Pharmacy and Therapeutics Committee Meeting Record

Date:  August 18, 2006       Time: 9A.M.       Location:  3232 Elder Street, Conference Room D-East & West      

Moderator:  Steve Montamat, M.D.
Committee Members Present:  Bob Comstock, RPh, ,Phil Petersen, M.D., Stan Eisele, M.D., Tami Eide, PharmD, William Woodhouse, M.D., Thomas Rau, M.D., Donald Norris, M.D.; Rick Sutton, RPh, Richard Markuson, RPh, Rick Sutton, RPh
Others Present: Selma Gearhardt, PharmD, Steve Liles, PharmD, Jeanne Siroky, Cindy Brock, Allison Little, M.D., Brooke Pugmire, PharmD
Via Conference Call:  Gerald Gartlehner M.D., Kimberly Petersen, Roger Chou
Committee Members Absent:  Catherine Gundlach, PharmD


	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 
July 21, 2006 Meeting


	Steve Montamat, M.D.

Steve Montamat, M.D.

Steve Montamat, M.D.


	Dr. Montamat called the roll.  Absent:  Catherine Gundlach, Bob Faller, Stan Eisele (Joined the meeting at 9:10.)  Dr. Allison Little, Medical Director for DERP, was introduced as a guest.
Dr. Montamat read the confidentiality statement.  
Dr. Montamat would like the decisions on some drug groups rephrased regarding the clinical review discussion.  With his changes implemented, the Committee approved the minutes.


	  DUR Outcome Study— ADHD Drug Utilization

	Brooke Pugmire, PharmD
	The objective of the study was to describe ADHD medication utilization in the Idaho Medicaid population.
Reviewed claims data from January 1995 through December 2005 which  included the following:  

Age & gender demographics

Market share analysis

Concomitant medication utilization

Healthcare utilization

Conclusions:  

Stimulant costs and claims have increased dramatically

Concerta & Adderall XR accounted for 80% of the costs from this class in 2005

Increased costs for patients who chronically filled prescriptions for stimulants appears to be related to the higher numbers of claims for psychosocial rehabilitation and community-based wrap-around services. 



	Public Comment Period

	Steve Montamat, M.D.

	17 people signed up to speak during the public comment period.  Public comment was received from the following:
Steven Denagy, M.D.—Self--ADHD and SSRI
Kathy Lee, M.D.—Self--Vigamox

John Jambura, M.D. –Self--(all drug classes)
Bill Schmidt, PHd –GlaxoSmithKline--Paxil CR

Libby Meske-- Ortho Mcneil Janssen -Levaquin—fluroquinolones
Grant Belnap, M.D.—(Self)--Lexapro and SSRIs

Gail Rudich—Roche--Valcyte 

Mike Jensen, PharmD—Allergan--Zymar

John Batis, M.D.-- King Pharmaceuticals--Ace inhibitors

Allen Christie--- GlaxoSmithKline--Valtrex

Cindy Grambroni, PharmD—Novartis—Famvir/Elidel
Jon Sonata--Sanofi Aventis--Ketek

Adam Shprecher,-- Schering –Avalox/fluroquinolones
Sue Heineman—Pfizer--Vfend

Erik Byrnes—Alcon--Ophthalmic antibiotics

Johnna Nelson--Eli Lilly--Strattera

Cameron Nichols—Pfizer--ophthalmics

	Drug Class Review

· Antidepressants, SSRI

· Stimulants and Related Agents
· ACE Inhibitors
· Ophthalmic Antibiotics
· Ophthalmics for Allergic Conjunctivitis
· Ophthalmics Glaucoma Agents

	Gerald Gartlchner, MD  

Kimberly Petersen,  

Roger Chou, M.D. 

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD


	Dr. Gartlehner reviewed the following update for this class since the last P&T review:

Comparative efficacy and effectiveness in depression, anxiety and/or premenstrual dysphoric disorders

Comparative differences in safety or adverse events

Comparative efficacy and adverse events in populations.

Ms. Petersen reviewed the following updated information for this class since the last P&T review:
Comparative Effectiveness

Comparative tolerability and safety

Comparative effectiveness and adverse effects in subpopulations
Adverse effects

Dr. Chou reviewed the updated information for this class since the last P&T review:

Comparative efficacy in essential hypertension
High cardiovascular risk factors; diabetic nephropathy, nondiabetic nephropathy or recent myocardial infarction

Comparative differences in safety or adverse events

Comparative effectivenss and adverse events in subpopulations

Dr. Liles reviewed the following information for this class:  
Indications

Clinical trials

Adverse Events

Dosages

AOA Guidelines

Dr. Liles reviewed the following information for this class:
Pharmacology
Indications

Clinical trials

Adverse Events

Dosages

AOA 2002 Guidelines

Dr. Liles reviewed the following information for this class:
Pharmacology

Indications

Clinical trials

Dosages

Adverse reactions
AAO 2002 Guidelines  

	Review of Clinical Data
· Antivirals, oral
· Oral Antifungals
· Topical Antifungals
· Cephalosporins and Related Agents
· Fluoroquinolones
· Macrolides/Ketolides
· Atopic Dermatitis

	Steve Liles, PharmD
Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD
Steve Liles, PharmD

Steve Liles, PharmD


	Dr. Liles reviewed the following updated information for this class since the last P&T review:

Pharmacology
Indications, 
2006 CDC STD Guidelines
Cochrane Systemic Review

Dr. Liles reported on the new indication for Vfend.  There was no new clinical trial data for this class since the last P&T review  
Dr. Liles reported on the new product in this class named Vusion.  There was no new clinical trial data for this class since the last P&T review.

Dr. Liles reviewed the following updated information for this class:

Indications

Dosages

Pediatric uses

Dr. Liles provided the committee with a product update for this class.

Two agents withdrawn from the market, Tequin & Maxaquin

One new agent on the market, Proquin XR
He also reviewed the following for this class:

Indications

Clinical trials and QTc interval prolongation

Dysglycemia

Warnings

Dr. Liles reviewed the following updated information for this class:
Indications

Clinical trials

Eradication rates
Dr. Liles reviewed the following for this class:

Indications

Clinical trials

Adverse events

Black box warning

	Committee Clinical Discussions and Conclusions
	Steve Montamat, MD
	SSRI-Antidepressants
The Committee felt that there was no evidence of superiority for any of the drugs.
Stimulants & Related Agents 

The Committee felt that Strattera may be over used and may not be as effective.  They felt Strattera has a place in preventing diversion, but there was identified problems with adherence that prescribers may not be aware of.  The Committee felt that Strattera does have a place in therapy, but changes to the guidelines may be in order.     

ACE Inhibitors
The Committee felt there was no new information since the last review and that ramapril should be available without any restrictions and should be retained as a preferred agent.  

Opthalmic antibiotics

The Committee felt that the use of these drugs for daily usage should be discouraged due to side effects from long-term usage; Agents requiring less frequent dosing would be a benefit for parents.  The Committee would like this class sent to DUR for evaluation over the next six months to document use.  The Committee would like to see a DUR newsletter covering the place in therapy and  the cost of the fourth generation agents.  
Opthalmics for allergic conjunctivitis

The Committee felt strongly that Patanol works very effectively and stands out above the others. 
Ophthalmic glaucoma agents

The Committee felt that with the implementation of Medicare Part D, that no restrictions on the agents were necessary at this time.
Antivirals, oral

The Committee discussed the new indication for Vancyclovir and the younger approved ages for Tamiflu. Because of the resistance patterns for amantadine and rimantadine, they should be second line agents.   
Oral, antifungals

The Committee discussed Lamasil as currently being non-preferred.  The criteria will be coming soon.  Current restrictions are cost effective related and were done at the suggestion of the P&T Committee.  The Committee felt there should be no changes to the previous recommendations.
Topical antifungals

The Committee did not find evidence to change from the last recommendations..  
Cephalosporin’s and related antibiotics

The Committee did not find any compelling evidence to change the previous recommendations.
Fluoroquinlones

The Committee felt that ciprofloxacin’s broader indications was a valid reason to keep it as a preferred agent.  They felt there were no strong indications to make any changes.  

Macrolides/ketolides

Ketek is currently prior authorized.  The Committee felt there was no reason to make a change at this time.

Atopic dermatitis

The Committee felt that the utilization in this class was going down and they did not feel a need to make any changes to their earlier recommendations.   

	Public Meeting Adjourned


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

	Closed Executive Session
	Steve Liles, M.D.
	Paul Leary, Acting Deputy Administrator, led the discussion on the financial data for the selected drug classes.


	


	Pharmacy and Therapeutics Committee

Public Comment

August 18, 2006




Steven Denagy, M.D.—Self—(ADHD and SSRI)

I am Dr. Steve Denagy from Idaho Falls.  I am a certified internist, clinical psycho pharmacologist.  I am here to speak on two classes.  I would like to talk on the Attention Deficit Disorder drugs first.  My interest is not for any specific pharmaceutical company or interest, but I would like to see a level playing field for the meds.  The prior authorization process certainly adds to our clinical overhead, but I am most interested in the data you presented.  It is very interesting.  My personal triage strategy is to start kids on Stattera, non-divertible, 24 hours and should they fail that, we know of a novel drug called Daytrana, which is also non-divertible and is also much longer lasting than Concerta would be.  Concerta is our third choice.  Now, when Lysine amphetamine comes out, we will have another non-divertible drug, but that is a while down the road.  My rational for that is we do see diversion.  I have had the opportunity of being involved in a sting operation against a public school employee diverting amphetamine and it happens much more than the data we see suggests.  We do lots of Board of Pharmacy reviews and searches for multiple providers.  My second topic is antidepressant medications.  Part of my biggest concern is that we continue to have access, and I appreciate the access to medications like Cymbalta and Lexapro.  One concern with the appearing of Celexa as a generic is we have had other companies restricting access to it and they are not bioequivalent drugs.  There is a four to one blocking issue between the Lexapro and Celexa, so 80mgs of Celexa would be therapeutically equivalent to 20mgs of Lexapro.  What that means practically is that your adding quite a bit of antihistaminic activity and my patients get very sleepy when I try for switches between them.  So, I would hope that we would continue that.  The other thing is, I would love to see some flexibility in dosing, because the clinical studies that are done, do not reflect this Medicaid population.  I teach statistics and psycho pharmacology at ISU and the population studied in studies does not reflect our Medicaid population.  People are sicker and have greater chronicity and greater levels of co morbidity, as you saw.  So, we do tend to go longer on some of our agents and higher doses and longer periods of treatment than the general population.  

Q:  Dr. Montamat asked if for therapeutic equivalent doses of Celexa and Lexapro you see more antihistaminic action.

A:  Oh yes.  The dextro citaloprama is notably antihistaminic and that is well demonstrated in the literature.  The studies suggest that 40mgs of Celexa is equivalent to 10mgs of Lexapro.  You would expect that if it was just a raccmic issue, that it would be 20mgs versus 10mgs.  So, there is something, and nobody is defining the mystery, but there is an issue there.  It does become clinically relevant.  From a pharmacy perspective, they are probably not, I’m not even sure if it is possible to make a direct substitution.  They are just different compounds.  

Q:  Dr. Montamat, also as far as the flexibility in dosing, are you having any difficulty with individual patients?

A:  Sometimes.  In treatment, two issues come up.  One is in treatment of OCD, which is an SSRI issue, the literature is pretty clear that the doses of SSRI tend to be high and usually greater than the FDA recommendations, because the FDA didn’t address that issue.  So, sometimes we get a little bit of restriction there.  Occasionally, 5-7% of the population is going to be either a faster or slower metabolizer.  I could spend $1,500 or $2,000 of Health & Welfare’s money characterizing their enzyme profile, but I would rather do it clinically.  It is cheaper, but that means occasionally that I will have to give somebody, say a subtherapeutic dose of a drug or I may push Cymbalta to 180mgs.  Which they then say you can’t do that.  Then I say I just kept a girl out of the hospital.  This is a true case.  I kept her out of the hospital because I took her to 180mgs.  Is that wrong?  Well, I just say that it is more expensive, but I just saved Health & Welfare $20,000.00.  So, I don’t know how to do this, but there should be some mechanism in place, that we can just go to that person.  A psychopharmacology guru.

Q:  A Committee member asked if he was making divertability a prime factor.

A:  No, no.  I only had 90 seconds to talk about it.  My number one criteria is duration of action.  Cytera is a 24 hour acting drug and the studies are not designed to pick up that difference.  It does work and it is useful.  It may not be as robust as some of the other drugs, but when it works, it works very well.  The problem is there is no placebo for an amphetamine or methylphenidate.  So, once we have given a methylphenidate product, the nucleus of humans does get stimulated and you do feel it and then you go to Stattera, well there is no reward for Stattera.  There is zero reward and this has been very well demonstrated.  So, my patients will tell me, well I don’t feel anything.  I tell them, that’s not the question.  The question is what do you do.  I constantly educate my clients on how not to get rid of this idea of how I feel on the drug.  Are you functioning better?  So, that is the main issue.  I like to start with Stattera, even though it may not work, but once it fails, with a good conscience go to a stimulant medication knowing that if I reverse that order, I may not get as much response or I may have poisoned that response.  There is some data to suggest that and some people may disagree with it, but we see it in the clinic.  I think that is where a lot of people disparage Stattera because most people have tried stimulants before.  I don’t mean to say that diversion is the main issue, but it is an issue on my plate.  I do see it and there is a lot of meth use in our area.  I have had former patients die of methylphenidate inhalation and injection.  It does happen and even one death is too many and we have had a few.  

Kathy Lee, M.D.—Self—Vigamox
Good morning.  I am Kathy Lee and I’m a pediatric ophthalmologist practicing here in Boise, Idaho.  My practice is located down at the Children’s Specialist Center at St. Luke’s.  I would like to speak in favor of Vigamox being included on the Preferred Drug List.  Vigamox is a good drug.  It is a good drug for pediatric use for several reasons.  The reasons that I and my pediatric colleagues use Vigamox are a few.  One is the treatment of bacterial conjunctivitis.  Another is for the treatment of more serious eye infections including bacterial ulcers.  The third common use is for antibiotic prophylaxis before and after procedures.  Primarily being cataract surgery.  I really like Vigamox for kids for a variety of reasons.  Number one, you can use it in neonates, so I don’t have to think that I can’t use this drug under one year old.  You can just use it from the get go.  One of the other main reasons why I like Vigamox is that it has a dosing schedule that’s easy for families.  If any of you are parents and have tried to put drops in your kid’s eyes, you know how much of a struggle it can be.  Vigamox can be the recommendation for most infections with a TID dosing for seven days.  This compares to most other ophthamics, which have a Q two hour dosing for the first two days and then four times per day for the remainder of a week or ten days.  It’s much easier for a family to put a drop in three times a day, than it is to put in every two hours or four times per day.  We all know that it just doesn’t happen.  Vigamox has a unique property of being preservative free.  That is very helpful in treating more complex ocular infections where the preservative might be part of the problem.  You can us Vigamox to treat the infectious component of it and not have to worry about a red eye from the preservative and that is very helpful to just be able to take that off the table.  Not too many ophthalmic medications have that property and that is quite useful.  Vigamox has a very broad spectrum of coverage, which is quite useful.  It’s helpful against fluroquinilone resistant staph infections, which has been a big problem in the ophthalmic community where we see more serious infections.  It’s useful against staph and MRSA and it also has some efficacy against Chlamydia.  So, for those reasons; ease of treatment, broad spectrum, ability to use from birth on up, I would strongly recommend that Vigamox be included.

John Jambura, M.D. –Self--(all drug classes)
Good morning.  I am Dr. John Jambura and it is nice to see a number of old friends here, I first have to say on both sides of the chain.  For those of you who don’t know, I am a general pediatrician and I have been in this community for the last 24 years.  During that time, anyone who is associated with Medicaid has probably noticed that I get some of the toughest patients with some of the toughest diagnosis and the toughest care.  I would like to quote two conversations.  One that I had with Jerry Hirschfeld, who many of you probably know,  Jerry said that when I first came to town, they made a regular practice of sending patients they thought were too troublesome for them, to me.  Secondly, I got a phone call just two days ago from one of our neonatologists who said we have this tough kid in the NICU.  The pediatrician who has been taking care of the other siblings said this is too much.  I don’t want to have to spend too much time with anyone, would you find someone else to take care of this patient.  I have never turned anyone down like that.  Because of that, I use practically every drug class that is on here.  I do have one patient on an ACE Inhibitor, but she’s not on Medicaid.  I don’t do glaucoma agents and let’s see.  That’s about it.  I’m going to make you some general comments.  I want to keep my patients out of the office and out of the hospital.  I want to try to have these patients doing the best they can at home.  To do that, I have got to have a full armormentarium.  If you are going to restrict the , armormentarium then my patients are going to be seeing me even more than they already are.  They are going to be in the hospital more frequently.  A couple of them, due to my having to try to run through all the hoops, have had to be  hospitalized more than I would like.  Do I need Stattera for some kid who has got anxiety, plus having ADD?  Do I have to co-treat these kids with Stattera and stimulants, you bet.  Do I need to have fluoroquinilones for a ten year old kid, who some of you may of heard of named XXXX, who has got severe problems and has practically ran through all of the antibiotics?  You bet.  I do I need to try to keep some of these kids with eczema from having to have skin atrophy like I do from the overuse of steroids?  You bet.  I need these drugs.  Keep that in mind.  

Bill Schmidt, PhD –GlaxoSmithKline--Paxil CR
Good morning everyone.  It is good to back in front of the Committee again.  I am Bill Schmidt with GlaxoSmithKline Psychiatry of Medical Affairs.  I would like to spend the next few minutes talking about Paxil CR and why it needs to remain on the Idaho State Formulary.  Now, the information provided to the Committee already has detailed all the efficacy and safety issues regarding Paxil CR and the SSRI class, so I’m not going to be discussing those.  I would, however, like to focus on an issue which is not covered in the OHSU report, which I think the Committee has referred to some in the past.  That is adherence.  Adherence is obviously a key component of successful treatment of depression and anxiety disorders and in fact in a paper, about almost exactly a year ago, called Adherence in Medication, published in the New England Journal of Medicine, Dr. Lar Zosterburg emphasized that during the first three months of antidepressant therapy, approximately 50% stopped taking their drugs.  Recent research by Scott Bolen showed that the single biggest factor in this early drop out figure has to do with side effects.  They had about 43% and in fact the OHSU report does state that in the full analysis, nausea and vomiting coming in about 25 to 30% was indeed very common.  The OHSU did in fact go on to say that there were significant differences between the antidepressants, in this case, the SSRIs in regards to side effects.  Now, Paxil CR was actually developed back in the mid 90’s and introduced to the market place in 2002.  It is made with an enteric coat and a slow release polymeric core which decreases the early onset of side effects, specifically nausea and vomiting, and with an eye toward increasing tolerability and a further goal of increasing adherence.  Now, the clinical trials that were done with Paxil CR , across all the indications, showed a statistically significant reduction of nausea and vomiting with Paxil CR versus the immediate release formulations of paroxitine and in fact, the National Managed Care Database analysis, of over 116 thousand patients taking SSRIs over the period of six months, showed a highly statistically significant difference between Paxil CR and older immediate release SSRIs, with respect to adherence.  In fact, the drop out risk was decreased by 28% and the drop out risk versus immediate release paroxitine decreased by 35% and the risk of augmentation or switching to other drugs is decreased by 17%.  Since adherence is key to successful therapy and side effects, particularly nausea and vomiting, are responsible for the early drop outs, Paxil CR was developed and introduced into the market place so all the advantages I’ve mentioned to you are key and reasons why Paxil CR should remain on the formulary for SSRIs.  

Libby Meske-- Ortho McNeil Janssen -Levaquin—flurorquinolones

Good morning.  I am Libby Meske representing OrthoMcNeilJensen’s Scientific Affairs and I am here to discuss the fluoroquinolone class and the antibiotic Levaquin.  Today, approximately 90% of the hospitals in Idaho have Levaquin on their formulary and 9 out of 10 Idaho Medicaid prescriptions are written for Levaquin.  These statistics speak to the high physician acceptance of Levaquin due to its efficacy in a wide variety of infections, as well as, its well established safety history and ADR profile.  Having the ability to treat outpatients upon discharge with the same antibiotic that they have received while in the hospital is essential for continuity of care.  Levaquin has been available in the United States since 1996 with more than 430 million prescriptions written worldwide.  To put flurorquinolones use in perspective, there has been greater than 115 million prescriptions written in the United States with Levaquin as compared to approximately 15 million patients treated with Avelox.  Levaquin currently has 11 FDA approved indications including multi-drug-resistant community acquired pneumonia.  Consistent with the WHO recommendation for the use of high dose, short course, regimens of antibiotics; Levaquin is unique among the flurorquinolones as it  has an indication for short course community acquired pneumonia, as well as, a short course for acute bacterial sinusitis. It offers the advantage of short course, high dose antibiotic therapy including an improved opportunity for completing the entire antibiotic course. The results are better medication adherence as well as a lower potential for the development of bacterial resistance.  The fluoriquinolone class has been fraught with safety issues forcing numerous products off the market.  The most recently  being Tequin removed in April due to glucose homeostasis issues.  The excellent safety profile of Levaquin has been well characterized in over 430 million patients.  Numerous publications  have demonstrated that Levaquin has less effect on glucohomeostasis than Tequin and less likely to cause QTC prolongation compared to Avelox.  Based on the trust microbiologic surveillance data, which includes 184 centers in the United States, and studies of almost 5,000 pneumococcal islets per year, Levaquin has been shown to be effective against approximately 99% of respiratory strep pneumonia islets over the last respiratory seasons.  Based on Levaquin’s broad spectrum of activity, efficacy and 11 indications, a demonstrated safety profile, minimum bacterial resistance and overall continuity of care, Levaquin should be a fluoroquinolone action for health care providers in Idaho.  

Q:  Selma Gearhardt, PharmD, asked how she received her data on the number of 9 out of 10 prescriptions.

A:  Nine out of ten prescriptions are Medicaid prescriptions compared to the other population.

Grant Belnap, M.D.—(Self)--Lexapro and SSRIs
Good morning everyone.  My name is Grant Belnap and I am a psychiatrist here in town.  My practice is in Eagle.  I am here briefly to talk about the use of the antidepressant Lexapro compared to other SSRIs in the same category.  There are six SSRIs available and Lexapro is the medication that I use more than any of the others, because it is unique amongst them and it has little to no drug to drug interaction and tends to be the most well tolerated and therefore has the highest  compliance.  

Q:  Selma Gearhardt, PharmD, asked Dr. Belnap to speak a little bit about the package inserts statements regarding it not being effective above 20mgs per day and we just have numerous requests for doses above that amount.

A:  Generally, package inserts are based on pre-launched clinical trials.  As with many SSRIs, there is what is called a flat dose response curve.  However, on an individual basis the reality is that patients in the real world are not the same as clinical trials patients.  I dose anywhere from 10-40mgs and I find it on an individual basis to be effective.  You just have to find the right dose and the right range.

Q:  Selma Gearhardt, PharmD, asked:  But, typically even after the package insert is out there, if the drug company show that it is effective at higher doses, they sell more product or create higher dosage forms and we haven’t seen that with Lexapro, so it doesn’t seem like the data is supporting the higher doses.  

Q:  Dr. Belnap asked:  Do you see that with the other SSRIs?  I mean a change in package insert dosing?

A:  Dr. Geahardt responded:  As they go for their market span and then if they remain premium products.

A:  Dr. Belnap:  I have not seen that on an individual basis.  Again, I think the response rates vary from patient to patient.

Gail Rudich, M.D. —Roche--Valcyclovir 
Good morning.  My name is Dr. Gail Rudich and I thank you for the opportunity to address your Committee on behalf of Roche Laboratories regarding the 

importance of Valcyclovir in the treatment of the transplant and HIV positive patient populations.  My medical background is in pediatric nephrology and in transplant IV immunology and before joining Roche Laboratories in August of 2004, I was a pediatric nephrology and kidney transplant attending on staff at Cedar Sinai and I had a research grant in transplant immunology.  CMV is a major cause of morbidity and mortality in both transplant and HIV positive patients.  IV Acyclovir (which was approved by the FDA in 1989 for the treatment of CMV) was effective, but patient inconvenience and high cost and catheter related infections made obvious the need for an oral formulation of Vancyclovir.  In 1995, the oral dosage form of Vancyclovir was approved for use in HIV infected patients for CMV retinitis and CMV disease respectively.  In 1996, oral Vancyclovir was approved for the prophylaxis of CMV in solid organ transplant patients.  However, practitioners were not comfortable using it in high risk patients, because of its poor bioavailability of only about 6-8%.  So, in 2001 Vancyclovir with an average oral bioavailability of 60% was approved for use in HIV patients with CMV retinitis.  In 2003, Valcyte received updated approval for prophylaxis against CMV in high risk kidney, pancreas and heart transplant recipients. These were high risk patients who were CMV negative at the time of transplant, and who received a CMV positive donor organ.  There are three major advantages of Valcyte over the oral gancyclovir formulation.  It offers an enhanced oral bioavailability of about 60%, which is 8-10 times higher than previously received with oral formulations and very similar to those achieved with the IV formulation.  This allows an outpatient treatment setting and saves money for the healthcare system.  It can be administered on a once daily basis when used for CMV prophylaxis or for maintenance therapy for retinitis in HIV positive patients.  It allows a decreased pill burden of two pills per day as compared to six to twelve pills per day with split dosing at three separate times per day.  Both of which aid in improving compliance with these patients taking complicated regimens.  If these patients are not compliant with their CMV regimens, they are at risk for recurrence of CMV infection, development of resistant CMV strains and acquisition of other opportunistic infections.  It has also been suggested that CMV may play an important role in the development of the chronic rejection process resulting in chronic alegraph nephropathy in kidneys, bronchialitis in lungs and accelerated coronary artery disease.  These complications typically require costly interventions including repeat hospital admissions, various diagnostic procedures, additional medications and possibly the loss of the graff altogether, requiring dialysis and/or retransplantation.  With a tremendous amount of resources invested in each organ transplant, it is imperative that optimal post-transplant anti-CMV prophylaxis and treatment is utilized.  These patients need access to Valcyclovir therapy, which guarantees adequate drug concentrations are achieved for prophylaxis in treatment of CMV.
Mike Jensen, PharmD—Allergan—Zymar
Good morning.  I’m Mike Jensen and I am a clinical pharmacist practicing at the University of Utah in Salt Lake City at the John Moran Eye Center.  I see many of the patients that are referred to us from here in Idaho.  It is a pleasure to be here today.  I am actually here on the behalf of Allergan at their request to voice support for a couple of products.  The first one that I would like to address quickly is the product Zymar, a fluoroquinolone antibiotic.  A couple of things have been said in previous testimony given to you this morning that I would like to address a little bit further, so I can clarify a little bit.  It was suggested that tolerability is preferred or better with Vigamox, because there is no preservative in the bottle.  It does have its merits in patients that have diagnoses and documented sensitivity to preservatives.  However, there are studies out there that say exactly the opposite, that there is actually a greater tolerability with Zymar in compared head to head trials with Vigamox.  One of those was supportive of that was a Donafeld study published in Current Medical Research published in 2004, which showed exactly that.  The other thing that is a little bit confusing to me was the comment that was made that all the other fluoroquinolone antibiotics other than Vigamox need to be prescribed every two hours for the first two days and then switched to four times per day dosing,  Every two hour dosing is based on surgical prophylaxis.  Typically, most of these drugs are all prescribed four times per day and associated with surgery.  Physicians at our eye center, will put patients on whether it be Vigamox or Zymar, as far as fluoroquinilones go, they will put them on two days per surgery to build up super levels inside the eye for surgical prophylaxis and all of them are prescribed every two hours before the surgery and then put on to a four time per day regimen, not three times per day, but four times per day after surgery for an additional week.  The three time per day dosing which was listed with Vigamox, is actually that which was listed for bacterial conjunctivitis.  We consider, in the ophthalmic practice, that bacterial conjunctivitis is a non vision threatening infection.  In most instances, the less expensive and older products such as generic polytrim will do a sufficient job in treating those types of infections and you avoid excessive expenses with the big guns (fluoroquinolone antibiotics).  I think it is important to clinicians that we try to reserve those antibiotics, such as the flurorquinolones, for severe vision threatening infections, such as bacterial charatitis and dophalmitis and in cases such as the surgical prophylaxis and use the generic for those types of things.  Thank you.

John Batis, M.D.-- King Pharmaceuticals--Ace inhibitors
Good morning everyone.  I am Dr. John Batis.  I am a cardiologist and a professor of clinical medicine from Columbia Medicine in New York, recently relocated to Chicago.  I have been involved in a number of clinical trials, farther back than I want to let on, because I will reveal my age.  I have been on a number of P&T Committees

in the states that I have practiced in.  I do also have to comment on the chain.  I have not seen a P&T Committee chained up before.  I am here to speak on Altace or Ramipril, the ACE Inhibitor that you already have on your Preferred Drug List in support of retaining Altace on the list.  I am here on behalf of King Pharmaceuticals.  When I look at new drugs for my patients, I have a ten point rule.  I won’t go through all ten points, but I would like to point out the most important five.  A question that should be answered with a particular drug whether new or old.  One obviously is:  Is it effective and has it been included in clinical trials?; Number two:  Is there evidence of target organ response?  A clinical trial is great.  Blood pressure may change, but is there a favorable effect on the end organs of the heart or kidneys?  The third question I want to answer is; Are there any special populations that I have to be concerned with such as the diabetic population, the African American or other minorities.  The fourth, also a critically important point, is will that drug and those clinical trials meet guidelines published by various organizations such as the American College of Cardiology, the American Heart Association and the ADA.  So, very briefly, let me go through those points and then perhaps point out what may be old, new and what may be in the future again supporting Altace.  In regards to efficacy, I’m sure you are all aware of the Hope Trial.  A landmark trial that showed a significant decrease in cardiovascular

events.  Interestingly enough, the trial was stopped early, because the results were so good and as part of that trial, unlike Hope II, was extended so it was a rare clinical trial where we have long-term data in addition to the original clinical trial.  What is often over looked in that trial, because there are other ACE Inhibitor similar trials that show a decrease in cardiovascular events, but in the Hope there was a very dramatic decrease not seen in similar trials in stroke and a very dramatic increase in new onset diabetes and the complications of diabetes.  Number two, in regard to target organ response, the relatively new data tells us that Altace in the study has decreased albumeria and improved kidney function, particularly in the diabetic.  The second very exciting data, using carotid artery studies, is actually showing a decrease in arthrosclerosis in the carotid artery.  With regard to special populations, we already mentioned the diabetic, the Hope in fact points that out.  In regard to guidelines, the AHA, ACC and the American Diabetes Association have used the Altace data to support their recommendations.  Finally, from a standpoint of cost, there has been a pharmacological study done by Sinai which shows a decrease in cost from the physicians mention of reduced hospitalizations and admissions for heart failure and cardiovascular events.  What’s new?  Well, perhaps what’s new from the last time we met, there are 24 states that have Altace as a preferred drug and there is some exciting data coming out in September.

Allen Christie--- GlaxoSmithKline—Valtrex
Good morning.  My name is Allen Christie and I work with GlaxoSmithKline in their medical affairs.  I want to talk to you a little bit about Valtrex for Herpes treatment.  In the U.S. there are over a million new cases of Herpes every year.  It is roughly about 25% of the general population walking around that are HSVII positive.  This puts them at risk of transmission to unsuspecting negative partners.  One of the unique indications for Valtrex, a big indication, is for the prevention or to reduce the risk of transmission from positive partners to HSV negative partners.  There was a landmark trial published several years ago in the New England Journal of Medicine that showed there was a 75% reduction in the risk for symptomatic transmission and a 48% reduction in virologic acquisition of the Herpes Simplex virus.  This kind of information about reducing the risk for transmission has been incorporated and included in 2004 Obstetric and Gynecology Guidelines, as well as the more recent 2006 CDC Guidelines on the Treatment of STDs.  While you can assume that other antiviral agents, since they work similarly, would have the same efficacy on reducing transmission,  no other study has been done with any other antivirals to prove that.  You have to be very careful when you assume things, because there was just a recent publication made in sexually transmitted diseases that looked at a comparison of two antivirals, Famcyclovir and Valicyclovir.  This study was sponsored  by the makers of Famcyclovir and it showed that Valicyclovir, which was actually under dosed, outperformed Famcyclovir and twice as many patients on Famcyclovir had acquisition or virologically confirmed reoccurrence and there was twice as much shedding going on in the Famcyclovir patients.  So, I don’t think we can make a conclusion that these are equivalent drugs and therefore, I think it behooves us to keep Valtrex on the formulary since it does have this unique indication for transmission.  
Cindy Gambroni, PharmD—Novartis—Famvir/Elidel

Good morning.  My name is Cindy Gambroni.  I am a pharmacist with a scientific operations team at Novartis.  I am here today to speak to you about three of our products.  Famvir, Elidel and Focalin XR.  Please refer to the complete prescribing information for more details on each product.  What I thought I would do this morning is just really simplify my presentations to the take home messages for you all.  For your consideration, the differentiating factors for Famvir are as follows:  In post herpetic neuralgia, Famvir is the only antiviral proven to shorten the duration of post herpetic neuralgia by 100 days versus placebo.  In patients greater than 50 years of age, the medium time to resolution was 63 days versus 163 days for those patients on placebo.  Additionally, the lesions healed about 30% faster.  For episodic treatment in recurrent genital herpes, Famvir is the first and only oral antiviral able to treat recurrent genital herpes in a single day.  The recommended dosage is 1,000mgs twice daily for one day.  For cold sores, Famvir is the first and only oral antiviral to treat cold sores in a single dose.  The recommended dosage is 1500mgs as a single dose.  Moving on to Elidel, Elidel is a topical calcineurin inhibitor and is indicated as second line therapy for the short term and non continuous, chronic treatment of mild to moderate atopic dermatitis in non immune compromised patients and in children ages two and over who have failed to respond adequately to other topical preparations or when these treatments are not advisable.  In January of this year, the FDA added this warning to topical calcineurin inhibitors including Elidel.  Specifically, the warning read as follows:  The long term safety of topical calcineurin inhibitors has not been established and although a causal relationship has not been established rare cases of malignancy have been reported in patients treated with topical calcineurin inhibitors including Elidel cream.  Therefore, the continuous long-term use, including Elidel cream in any age group should be avoided.  Additionally, Elidel is not indicated for use in children less than two years of age.  Lastly, as it relates to Focalin XR, Focalin XR is indicated for the treatment of ADHD in patients aged 6 years and older.  Focalin XR is the only methylphenidate stimulant given once daily with approved indications for adults, adolescents and children.  Thank you very much for your consideration.
Jon Sonata--Sanofi-Aventis—Ketek
Hi my name is Jon Sonata.  I am a medical scientist for Sanofi-Aventis and I am actually here to have you consider Ketek for formulary use.  Basically, Ketek is a bacterial antibiotic.  It is a Ketolide that is fairly new on the market  that has come around mainly for upper respiratory tract infections.  We also have an indication for acute renal sinusitis, acute exacerbation of chronic bronchitis and community acquired pneumonia.  What is important here is multi drug resistance strep pneumonia.  We have had a few indications and some conversations on that.  There is really only two antibiotics that take care of your upper respiratory tract pathogens.  Some of your upper respiratory tract pathogens like atypicals, don’t have cell walls.  So, you would have to use a macrolide or tetracycline and some do.  You would  have to use something like Augmentin or a beta lactum type of antibiotic.  Well, does Idaho have a problem with multi drug resistance?  According to this antibiogram from Boise and St. Luke’s, you actually have 56% resistance with macrolides for strep pneumonia.  This is something that was discovered by Dandico in clinical infections last year.  Overuse of Azythromycin and Clarithromycin led to macrolide resistance.  You also have a 25% resistance to penicillins, you have 50% resistance to Bactrim and 40% resistance to tetracyclines.  So, according to this in Idaho, you do see this.  Ketek is a targeted specific antibiotic form for multi strep resistant  strep pneumonia.  Strep pneumonia takes about 35,000 lives per year.  So, this is important.  When we look at this, the question is, are we doing judicious and proper antibiotic utilization here?  That is what I want to focus on.  Because when I see utilization of Ketek being 1 and 2% when you have a resistance problem and I hear testimony that 9 out of 10 Medicaid patients are on a fluoroquinolone that is not judicious antibiotic utilization.  You have created that playing field by not putting an antibiotic on the formulary.  You are saying, use a generic and if they fail, we use a fluoroquinolone.  Are flurorquinolones great antibiotics?  Of course they are, but there is going to be a given amount of collateral damage caused by the overuse.  One, E-coli is resistant, two, you select methyl resistant staph, three, and pseudomonas.  What happens when we have resistance to flurorquinolones?  That is our biggest guns.  There is nothing left.  You will have to admit patients to give judicial antibiotic therapy.  So, when you look at this, you have to understand that all antibiotics have their proper use.  There is not a whole lot of research going into oral antibiotic therapy.  So, it is important for the clinicians to have the ability to prescribe different antibiotics and to utilize them.  We have also had a small change in our package insert, so if you haven’t gotten that information, I would be glad to answer any questions.

Q:  Dr. Montamat asked:  With macrolide resistance at St. Luke’s, was that with a specific macrolide?

A:  It seemed like it was Azythromycin.  
Adam Shprecher, PharmD, ScheringPlough –Avelox/flurorquinolones

Hi, my name is Adam Shprecher.  I am a clinical pharmacist with ScheringPlough Corporation working in the medical affairs department.  Thank you for the opportunity to present to this committee once again and thank you for considering Avelox for continued coverage under the formulary.  I am first going to go over an overview for the indications and them I am going to focus on some of the newest data.  This newest data with Avelox includes two new indications for the drug and also some new safety data adding to the comfortability of Avelox within its class.  The newest indications for Avelox are complicated skin and soft tissue infections and also complicated intra abdominal infections, which approved this past November of 2005.  Avelox is indicated also for acute bacterial sinusitis, acute bacterial exacerbation of chronic bronchitis, community acquired pneumonia including multi drug resistant strep pneumonia, uncomplicated skin and skin structure infections as well.  All of these are at the dosage of 400mgs given once per day and no renal dosage adjustment is required for Avelox.  The approval for Avelox in complicated skin and skin structure infections, we saw, this drug has activity against the most common pathogens (staph and e-coli) and reaches severe skin blister concentrations as compared to plasma as well.  The pivotal study leading to the approval looked at Avelox, 400 daily, allowing an IV to oral switch as compared to Zosyn, four times per day, with an IV to oral switch with Augmentin twice daily.  Patient diagnosis most commonly included abscesses, diabetic foot infections, cellulitis and study results demonstrated no difference in efficacy or safety Between the two groups at 79.4% versus 81.8% in comparison.  The approval of Avelox for complicated intra abdominal infections was sought due to activity against the most common organisms and this is a polymicrobial mixture in these infections and included E-coli and the bacteroid species for their anarobes.  Avelox is now the only fluoroquinolone that is indicated for the treatment of complicated intra abdominal infections as a monotherapy.  Again, that is in comparison to Zosyn four times a day with an IV to oral switch.  The benefit of once daily dosing and convenient IV to oral switching has made Avelox a likely choice for treatment of either of these new indications.  As patients recover in hospitals and are sent to the community on oral drugs, they would benefit greatly with an available continued therapy upon release.  In addition to the new indications, a landmark safety study was completed that strengthens the safety profile of Avelox.  In this study, they studied the effects of comparative flurorquinolones and QT were observed and recorded.  Specifically, Avelox was compared at 400mgs daily to Levaquin 500mgs daily in patients with severe ????  The study included elderly patients that averaged 77 years of age, with no difference in cardiac endpoints in terms of safety and no difference in terms of efficacy either.  Attention has recently been paid to fluoroquinolone antibiotics in regards to their relationship to dysglycemic events.  Reports on dysglycemic events remains uncommon and there are currently no warnings or indications in the package insert referring to dysglycemic events.    
Sue Heineman, Pharmd—Pfizer—Vfend
Hi, I’m Sue Heineman and I’m a pharmacist with Pfizer and an Idaho tax payer.  I’m here to just briefly talk about Vfend in favor of maintaining open access to Vfend to the prescribers in Idaho who are prescribing it appropriately (The infectious disease positions, the hematology and oncology physicians and the critical care physicians.)  Vfend is available in both IV and oral formulations and it is the only one that has first line indications for the treatment of mold and yeast infections and there is a 20% survival rate for rampatericine and the oral formulation has been shown to reduce overall health care costs by reducing hospitalization stays.  In looking at the utilization data of the Idaho Medicaid antifungals, available publicly on the CMS website, fluroconazole comprises less than one percent of the antifungal market.  33 prescriptions from what I can tell in 2005 and 8 in the first quarter of 2006.  So, it is appropriately being used and the majority of the antifungal use is for fluconazole.  So, for those physicians who do need it, I again request that it is made available to them.  Thank you.
Erik Byrnes—Alcon--Ophthalmic antibiotics
Good morning.  My name is Erik Byrnes and I am with Alcon and I was an Idaho taxpayer for a year.  You have the highest taxes that I’m familiar with, so I’m glad to be out from under that.  Now, I can contribute to your local economy when I visit here.  I just want to make a couple of quick comments regarding the ophthalmic antibiotic class.  You have had a couple of speakers that have made some comments and I just wanted to give my perspective.  Regarding indications, I think someone had mentioned bacterial conjunctivitis and corneal ulcers.  All of these products are approved for bacterial conjunctivitis and I think some of the generics may also have a corneal ulcer approval, so I wanted to clear that up.  Regarding dosing, the FDA approved dosing for Vigamox is TID.  All the other products, which I am aware of, for bacterial conjunctivitis are approved for this Q2h and QID for four days.  It is a very complex dosing schedule and I think this is why Vigamox has some wide acceptance which you will see.  Regarding the big gun theory, the big gun theory is definitely okay for systemic antibiotics.  Paradoxically, when you are talking about ophthalmologic infections, its actually reverse.  If you look at the literature, it supports using the most potent antibiotic available.  There has never been a case of generated resistance in the eye, because you have such a small area of infection and you are dumping a lot of antibiotic on there.  Systemically, certainly you are introducing antibiotic to the whole system at low levels.  That is the concern for the big gun theory, but no so for the eye.  You can lose an eye in 24 hours if an infection takes hold.  Certainly, a lot of bacterial conjunctivitis is not overly worrisome, unless you get it associated with contact lens.  You do hear of reports where pseudomonas can wreck an eye within 24 hours.  So, that is something to bear in mind.  I also wanted to point out that the CMS market share, I was just looking at the overall class, and it looks like generic ciprofloxacin is being used in Idaho Medicaid about 30.5% of the time and Vigamox about 19% and then generic gentamicin about 15%, erythromycin 12%, polytrim 10% on down to Zymar at 1.93%.  So, just looking at that, it tells me that Idaho physicians are doing a good job of using generics first.  I also wanted to point out that 45 other state Medicaid’s do have Vigamox in a preferred position.  So, in conclusion, if cost is not an issue and you do include a fourth generation on the Preferred Drug List, I would request that you make Vigamox available given its wide acceptance and the other features that seem to make it Idaho’s choice in that class.
Johnna Nelson--Eli Lily—Stattera

Due to technical difficulties, the comments of Johnna Nelson could not be transcribed.
Cameron Nichols—Pfizer—ophthalmic
Due to technical difficulties, the comments of Cameron Nichols could not be transcribed.
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