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	Pharmacy and Therapeutics Committee Meeting Record

Date:  July 21, 2006       Time: 9 a.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
Others Present: Selma Gearhardt, PharmD, Steve Liles, PharmD, Bob Faller, Cindy Brock, Chris Owens, PharmD 
Via Conference Call:  Susan Norris, M.D, Richard Hansen, PhD.
Committee Members Absent:  Catherine Gundlach, PharmD, Richard Markuson, RPh,


	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 
      May 19, 2006 Meeting

· Review of Key Questions

	Steve Montamat, M.D.

Steve Montamat, M.D.

Steve Montamat, M.D.

Steve Montamat, M.D.


	Dr. Montamat called the roll.  Absent:  Dr. Gundlach, Richard Markuson, RPh
Dr. Montamat read the confidentiality statement.

The minutes from the May 19, 2006 meeting were approved as is.

The committee had no additional input on the key questions for Interferons for Chronic Hepatitis C Virus Infection.

	  DUR Outcome Study— OTC Loratadine

	Chris Owens, Pharm.D.
	The objective of the study was to determine potential consequences relating to patients who were on stable antihistamine therapy who were switched to Loratidine OTC as the preferred agent.

A comparison was done between the years of 2004 and 2005 for the months of June, July and August.  The study measured differences in total costs and number of  physician office and  ER visits,  The utilization of other allergy drugs was also evaluated.

Conclusions:  

· Drug costs of the 2nd Generation antihistamines decreased significantly

· Healthcare utilization decreased

· There were no negative consequences observed following the implementation of Loratadine OTC as the preferred agent.

	Introduction of New Medicaid Administrator
	Tami Eide, Pharm. D.
	Tami introduced the new Medicaid Administrator, Leslie Clement. Ms. Clement voiced her ongoing support for the P&T Committee and the work they do.  She also indicated she would be an active participant in the work of the Committee. 

	Public Comment Period
	Steve Montamat, M.D.


	20 people signed up to speak during the public comment period.  Public comment was received from the following:
Dr. Alan Han—Forest Pharmaceuticals-- (Alzheimer’s drugs)
Adam Shprecher—Schering Plough (Asmanex and Nasonex, Proventil HFA)
MJ Schoenfeld--Eli Lily -(Evista, Forteo) 

Brad Hedstrom—Solvay Pharmaceuticals (androgenics)
Jennifer Bessinger—Merck (Fosamax)  

Steve Smith—Merck--(Singulair)  

Brian Yeager-Roche (Boniva)
Chris Iesele—Sepracor --Xopenex HFA 
Mary Haupt—Pfizer—Zyrtec      
Jennifer Brzana, PharmD—Glaxo Smith Kline— (dopamine agonists for Parkinson Disease)
Tatohoun Olike –Dey – (Duoneb and Accuneb)
Jennifer Alderete—Astra Zenica—(budesonide)
Dan James—Bristol Myers—(Plavix), 
Meridith Zarling—Glaxo Smith Kline- (Advair)
Susan Abraham—BI—(Aggrenox, Mirapex)
Patrick Vojta—BI—(antiepileptics)
Sue Heinemann—Pfizer—(Celebrex)
Ted Young—Eisai—(Aracept)

	Drug Class Review

     Beta-agonist Bronchodilators

	Steve Liles, PharmD
	Dr. Liles reviewed the following for this class:
Place in therapy

Short acting inhalers vs  Long acting inhalers
Pharmacology

FDA- Approved Indications and Dosage Forms

Implications of the Montreal protocol  for discontinuation of  harmful propellants on inhaler availability
Pharmacokinetics
Clinical trials 
Adverse Effects

Dosages 

Implications of the SMART trial and FDA warnings for use of  long acting beta agonists 

	     Minimally Sedating Antihistamines
  Inhaled Glucocorticoids (ICS)

	Susan Norris, M.D.
Richard Hansen, PhD
	 Dr. Norris presented an update on the Drug Class Review of Newer Antihistamines completed by the Oregon Evidence-based Practice Center  in April 2006. 
353 new studies were identified for this update.  

There is insufficient evidence to show that for outpatients with seasonal or perennial allergic rhinitis or urticaria that any  of the  newer antihistamines is more effective than another.
There is insufficient evidence to show significant differences in serious adverse effects between the newer antihistamines.  Overall the rate of discontinuation due to adverse effects is low with all four drugs.

There is insufficient evidence to determine whether any of the antihistamines examined in this report has an advantage in efficacy or safety for any group based on sex, race/ethnicity, or age.

Dr. Hansen presented an update on the Drug Class Review on Inhaled Gluocorticoids completed in January 2006 by the RTI-UNC Evidence-based Practice Center.

This update added the newer medication mometasone.  Equivalent dosing among the agents was determined using both the National Asthma Education and Prevention Program and the International Primary Care Airways Group. 
Overall, efficacy studies in asthma provide mixed evidence that ICSs do not differ on most  outcome measures at equipotent doses administered through comparable delivery devices.  

There is not head-to-head evidence comparing ICS in COPD and evidence from placebo-controlled trials is insufficient to draw conclusions about comparative effectiveness.

Fair evidence exists that the overall tolerability of ICSs does not differ substantially, but fair evidence does exist that bedesonide and beclomethasone lead to a greater reduction of short-term growth than fluticasone. 

Insufficient evidence exists to indicate a difference between ICSs based on race, gender, co-morbitities or other drugs. 

	     Anticholenergic Bronchodilators
  Leukotriene Receptor Antagonists
  Intranasal Rhinitis Agents

	Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD
	Dr. Liles reviewed the following for this class

Pharmacology

Indications , Dosage Forms and Dose
Pharmacokinetics

Clinical trials for COPD 
Gold Treatment Guidelines

Adverse Effects

Precautions

Dr. Liles reviewed the following for this class

Pharmacology

Indications

Pharmacokinetics

Clinical trials for asthma, seasonal allergic rhinitis, asthma with seasonal allergic rhinitis and perennial allergic rhinitis.

Drug interactions

Warnings

Adverse events
Dosage & administration

Place in Therapy

Dr. Liles reviewed the following for this class:

Pharmacology

Indications—Corticosteroids & Others
Clinical trial data

Drug Interactions

Adverse events—Corticosteroids & Others

Warnings

Dosage & Administration



	DUR Outcome Study—Asthma Drugs Therapy

	Chris Owens, Pharm.D. 
	The objective of the study was to assess the potential  clinical or financial consequences to patients on stable beta agonist or corticosteroid therapy that switched to preferred agents after the August 2005 EPAP implementation.
Healthcare utilization and costs were measured prior to after the preferred drug list change.

There were no negative clinical consequences to the switch in therapy.

	DUR Outcome Study--Antiepileptics


	Chris Owens, Pharm. D. 
	The objective was to determine the potential clinical and financial consequences to patients who were on stable antiepileptic therapy that was discontinued for not meeting appropriate indication criteria.

7.5% of chronic users discontinued use of their agent with Topamax and Neurontin showing the greatest decrease in number of claims.  

Healthcare utilization and overall costs decreased and there were no negative clinical consequences.  

	Review of Clinical Data
Nonsteroidal Anti-inflammatory Drugs

Platelet Aggregation Inhibitors
Alzheimer Drugs—DERP 

Anti-Parkinson Agents
 Bone Resorption Suppression and Related Agents
Androgenic Agents


	Steve Liles, PharmD 
Steve Liles, PharmD
Richard Hansen, PhD, RPh

Steve Liles, PharmD

Steve Liles, PharmD

Steve Liles, PharmD


	Dr. Liles reviewed the following for this class:

Pharmacology including  Cox-2 specificity

Indications

Pharmacokinetics

Clinical Trials

Use in Pediatrics

Drug Interactions
Adverse Effects including cardiovascular concerns and GI Toxicity

Precautions

Dosages

Dr. Liles reviewed the following for this class which was last reviewed by this committee a year ago.
Pharmacology

Indications

Pharmacokinetics

Clinical trials

Pediatric Considerations

Warnings

Drug Interactions

Dosages 

ACCP and  ACC /AHA Guidelines
Dr. Hansen presented an update on the Drug Class Review on Alzheimer’s Drugs completed in June 2006 by the RTI-UNC Evidence-based Practice Center. 

There are no double-blind randomized trials comparing one Alzheimer disease drug to another.

The evidence is insufficient to draw conclusions about the time to effect or differences in efficacy or adverse events of these drugs in subgroups. 

Dr. Liles reviewed the following for this class

Overview of Parkinsonism and Restless Legs Syndrome

Pharmacology

Indications

Pharmacokinetics

Clinical Trials in Parkinsonism and Restless Leg Syndrome

Drug Interactions

Warnings

Adverse Drug Reactions

Dosages

Dr. Liles reviewed the following for this class which includes Bisphosphonates & other agents:

Pharmacology

Indications

Phaarmacokinetics

Clinical Trials

Use in Pediatrics

Adverse Effects

Dosages

Dr. Liles reviewed the following for this class

Overview of male hypogonadism

Pharmacology

Indications

Pharmacokinetics

Clinical Trials

Use in Pediatrics

Adverse Drug Reactions

Warnings

Precautions

Dosages



	Committee Clinical Discussions and Conclusions
	Steve Montamat, MD
	Beta Agonist Inhalers

Short Acting.  The Committee prefers the use of HFA, but felt clinically there was no difference between the CFC and HFA. They felt that Xopenex was needed for only a handful of patients, was overused and offered no clinical advantages.  Community concern on shortages of albuterol and possible adverse consequences were discussed.  A July 10th letter from the Board of Pharmacy was reviewed.  It states that if an Albuterol inhaler is prescribed without an indication of propellant then either the CFC or HFA form may be dispensed.  Xopenex is a totally different drug and can not be substituted unless the physician is contacted and agrees to the substitution.
The Committee concluded that Long- Acting agents are equivalent and that there is no clinical advantage to Accuneb.
Anticholergic Bronchodilators:

There are currently no preferred or non-preferred agents.  Spiriva is clinically preferred by some of the  Committee physicians.  The combinations of Duoneb, Combivent and Atrovent have no advantages over the separate components.
Leukotriene modifiers:  The committee felt that there was nothing new to indicate a change is needed.  All agents are currently preferred.  The Committee still favors the current therapeutic prior authorization for these agents.
Intranasal Rhinitis:

The Committee did not recommend a change at this time, but will conduct further review at the August meeting.
Minimally Sedating Antihistamines:

New information on Zyrtec was discussed.  The Committee felt that  Loratadine should be preferred over the older sedating agents—The Committee would like to remove the requirements for failure of older agents prior to Loratadine use.  

Inhaled glucococordoroids:
The Committee did not recommend a change at this time, but will conduct further review at the August meeting.

NSAIDS:

The Committee did not recommend a change at this time, but will conduct further review at the August meeting.  They felt Indocin use should be discouraged for safety reasons and it should only be used in niches such as gout.  
Platelet Aggregation Inhibitors

The Committee felt these agents were not interchangeable.

Parkinson’s
There are no restrictions currently.  The Committee did not recommend a change at this time, but will conduct further review at the August meeting.  They would like to review changes in utilization post Medicare Part D implementation to evaluate utililization in restless leg syndrome.
Bone Resorption & related agents:

The Committee did not recommend a change at this time, but will conduct further review at the August meeting.  The committee felt Vitamin D was not necessary in combination with the bone resorption agents.
Androgenic agents:

No restrictions currently.  The Committee felt the gel had some advantages particularly with tolerability. The Committee did not recommend a change at this time, but will conduct further review at the August meeting.

Alzheimer’s Drugs:
The Committee did not recommend a change at this time, but will conduct further review at the August meeting.



	Public Meeting Adjourned


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

	Closed Executive Session
	Steve Montamat, MD
	Dr. Montamat led a discussion on committee business.  No financials were presented.


	Pharmacy and Therapeutics Committee

Public Comment

July 21, 2006




Dr. Alan Han—Forest Pharmaceuticals—(Alzheimer’s Drugs)

I would like to speak in support of Alzheimer’s Drugs.  As you know, we don’t yet have a cure, but we do have medication that can decrease the symptoms, if only for a time.  It is really quite simple.  There are two Classes that we have available.  If you use both Classes, the results are better than either Class alone.  On the cholinesterase based inhibitors side, you have three choices.  Two are daily including Aricept and Razadyne ER.  Exelon is not yet daily.  They are all oral meds at this point.  The daily convenience is helpful.  I think they do all work, so you have to choose amongst them according to their side effects.  This is unofficial, but I understand that Exelon is coming out with a patch or they are applying for a patch and that may be better tolerated.  In the pill form, it usually has somewhat more GI side effects.  There are times when one would not want to use a cholinesterase  based inhibitor by itself, namely patients who have upset stomach, nausea, and diarrhea to begin with and you throw in the cholinesterase based inhibitor and it can be very hard to tolerate.  So, I think that both Classes have value and if a patient can tolerate both of them, the combination works better than either one of them alone.  

Question:  With the Lancet article that came out last year  and with some of the comments after that, it seems like maybe there are different cultures of treatment for Alzheimer’s in the United States versus other parts of the world.  What is your feeling on that?  I guess it is my own personal experience looking at the data,  and it is statistically significant, but clinically I am not real impressed.  Yet, I have patients where I feel like they are better off than if they weren’t on them.  

Answer:  Good point.  Namenda was in use in Europe before it came to this country.  In fact, it was in use in Germany and other countries there for quite some time.  None of these drugs will forestall the progression of symptoms indefinitely.  Basically, we are buying time.  We are buying maybe six months, a year, 18 months to 24 months of staying home rather than being institutionalized.  It enables them to have more independence and allows for less caregiver burn out.  Some families try very hard to take care of these folks themselves and eventually, they get worn out.  It is just very hard to do.  These patients, in advance cases, 

They are like kids.  You have to watch them all the time, so that they don’t get into trouble, run off down the street, etc.  I think given the current therapeutics we have, the treatment patterns in this country and Europe are probably not all that different., except in this country it is a free market, so we don’t have a lot of governmental controls on which drugs to use.  For example, in Canada, there is one MS drug they use like 90%., whereas in this country you would probably find 

It divided up as a third each or something like that.  So, I think until we have a cure, we are buying time.  Sometimes, it is worth buying.  That is how I see it.  You are right.  Eventually, they will get to the point where they no longer can function.  We are just bringing them back up on that slope a little bit.  So, that is the way I see it.  

Question:  Is it possible to tell if it is helping that individual patient?  Or do you just say, I know it is helps some patients, so we are going to try it in all.

Answer:  That is a great question.  You never know and you can never predict beforehand how much someone is going to respond or if the patient is going to respond or tolerate it.  So, the benefits that we talk about are statistical.  You have a study of 1,000 patients with half on a drug and half on placebo and it is in a cohort that we see the differences.  Any given patient, you just can’t predict that beforehand.  I wish we could.  That would be very helpful to know which one to use.  

Adam Shprecher, PharmD—Schering Plough—(Asmanex, Nasonex, Proventil HFA)

Hello, my name is Adam Shprecher and I am a clinical pharmacist currently working for Schering Plough Corporation in the Medical Affairs Department.  Thank you for this opportunity to present to the Committee today and thank you for considering Asmanex, Nasonex and Proventil HFA for addition to the formulary.  Asmanex is the only FDA approved inhaled corticosteroid that is available as a once a day product.  Inhaled corticosteroids are effective as first line agents for the treatment of persistent asthma.  As far as the studies that led to the indications for, Asmanex it improved night time awakenings by up to 83% and these night time awakenings requiring albuterol were reduced first with a one puff inhalation (which is 200 mcgs) up to 56% in clinical studies, requiring once in the evening inhalation and this was reduced to 83% with two puffs in the evening.  When you compare that to twice a day therapy, a reduction of 82% was shown, thus reiterating that once a day dosing of Asmanex is equal to twice a day dosing.  It also provides powerful control of asthma symptoms including coughing, wheezing and shortness of breath, with a reduction of 41% in the evening and this again showed equivalency to a twice daily dosing of the product.  Thus, reiterating the effectiveness of Asmanex  given as two puffs in the evening.  Now, there are concerns also with this Class of inhaled corticosteroids about the bioavailability.  The bioavailability of Asmanex in clinical studies has been shown to be less than 1%.  So, just let me reiterate that it is the only one in the Class that is available as once daily inhaled therapy.  I’m ready to move on to Nasonex , unless there are any questions about Asmanex.  

As far as Nasonex, this is another mometasone product.  It has the broadest indications of the inhaled corticosteroids for the treatment of nasal symptoms including nasal rhinitis, perennial rhinitis in adults, as well as pediatric patients greater than or equal to two years of age.  This is the lowest age indication of any of the nasal inhaled steroid products.  It has also has an indication for prophylaxis of nasal symptoms for seasonal allergic rhinitis and an indication for treatment of nasal polyps in patients as well.    It also has a systemic bioavailability of less than 1% and in studies, including patients greater than one year of age, there have been no evidence of suppression of growth in pediatric patients and this was in a study specifically designed to look at this issue in the year 2000.  

Moving on quickly to Proventil HFA.  Proventil HFA, obviously you might be aware that Schering has a long history of the Proventil product.  Proventil HFA is the new product that is free of CFC’s.  This is in order to be compliant with the Montreal protocol and the Montreal protocol is enforced by the UN, FDA and EPA very soon.  This will require that all propellants in products be free of fluorocarbons.  

Michael Schoenfeld—Eli Lily-(Evista (raloxifene), Forteo)

I am MJ Schoenfeld from the medical department at Eli Lily.  I have two agents, may I have a few minutes each.  I would like to begin with Evista (raloxifene), as you are aware, is marketed in the US for the treatment of osteoporosis in post menopausal women.  Evista is not approved by the FDA, at this point, for the treatment of or reducing the risk of cardiovascular disease nor breast cancer.  On April 12th, there were preliminary results from the Booth trial of 10,000 patients

at high risk for CV disease that were randomized to either placebo or raloxifene.  The preliminary findings from that study, was that Evista did not increase or decrease the combined fatal end point of heart attacks, fatal heart attack, hospitalization or ACS.  This is the reason, that I pointed out that it is not indicated for cardiovascular risk reduction.  The primary findings were that there was no overall difference in mortality, cardiovascular mortality among women who took Evista.  Among women who had taken Evista, there was no difference in the overall number of strokes compared to placebo.  There was an increase, albeit small in stroke morality, which comes out to a little less than 1/1000th.  The increase in BTEs is similar to what was known from previous trials.  There was a breast cancer risk reduction, which was similar to what was seen in studies before this point in time.  Eli Lily is going forth for a new indication claim with the FDA to be submitted around the end of the year.

Forteo, as you are currently aware, is marketed for as recombinant PH34 and for the prevention of osteoporosis in men and for the treatment of osteoporosis in women.  The mode of action is different from others. It is an anabolic and it preferentially works towards osteoclastic activities.  I have three studies that I will quickly update you on.  The first one is, and you will probably hear data this afternoon in regards to bone mineral density changes, these changes have never been well correlated with fracture risk reduction.  However, they are in essence bone strength and the first of these studies by McClung took a look at the Gold Standard, which is a dexa showing that within 18 months there was a 5% change with Fosamax.  This was a randomized head to head trial in women at risk of osteoporosis.  This is what the skeleton looked like in the fracture prevention trial. In this study though, looking at B&B bidexa and at QCT, which is volumetric, the dexa change was about two fold (that is 5% versus 10%), looking at QCT which looks at the volume of bone, there is about a four fold difference preferentially for Forteo.  In the fracture prevention trial, again this is the FDA approved biopsy hip, right and left, again for 19 months.  In the beginning, this is what they looked like.  This is an anabolic effect that you don’t see with an antiresorbant. You see tribecular filling and cortico thickness.  In the two follow-up studies, just very quickly, we see in the follow up studies that after withdrawal of Forteo, that is the 20 month therapy, you see a sustained reduction in vertebral 

risk reduction and non-vertebral risk reduction at 30 months and 18 months respectively.  

Brad Hedstrom—Solvay Pharmaceuticals—(androgenic)

I am Brad Hedstrom with Solvay Pharmaceuticals and I will be speaking on behalf of Androgel today.  I have some bullet points here that I just want to go through.  Androgel’s primary indication is for hypergonadism.  It was clinically shown to be safe and effective.  It continues delivery of testosterone over 24 hours.  Serum testosterone levels rise gradually and a steady state is achieved after two to three days.  No wide variations of serum testosterone levels that create fluctuations in mood or libido when compared to injectables.  An ability to deliver testosterone in the low, mid, upper normal levels when compared to transdermal patches.  It has convenient once a day dosing, ease of application and good patient acceptance because it is basically invisible and doesn’t have any aroma or smell.  The gel itself you apply to the upper shoulders, the upper arms, the abdomen and you get better levels if you apply it in several places.  The more you spread it around, the better levels you will get.  It has uncommon skin irritation when compared with transdermal patches of 5% versus up to 66% with patches.  No office is required for administration, no pain, bleeding or bruising compared with injections and a 93% compliance rate at six months in clinical trials.  It would be the only testosterone replacement therapy with long-term data, which would be three years.  I believe there was doctor’s letter here that I would like to read to that may not have made it into you guys on time here, so I would like to read that.  

This is from Dr. Raymond Hu here in the Boise area.  As Idaho Medicaid reviews Androgel for formulary status, this letter serves as a submition of concern in treatment of patients requiring testosterone replacement.  There is a most abundant advantage with Androgel over injectable testosterone, which I am sure you are aware of.  I have seen several patients in my own practice who are on injections, because their insurance carrier does not cover Androgel.  When the cost of an office visit and the injection is more than Androgel.  The main concern, however, is the pharmacodynamics and physiological advantages that Androgel has over injections.  Androgel has a good health care advantage over injections in regards to their fatigue and agitation cycle with injections and the simulation of normal testosterone function with daily Androgel. That’s what I have for you.  

Jennifer Bessinger—Merck (Fosamax) 

I’m Jennifer Bessinger and I am a health science consultant with Merck and I am here to represent Fosamax.  Foamex currently has indications for the prevention and treatment of osteoporosis in post menopausal women and for the treatment to increase bone mass in men, treatment of steroid induced osteoporosis in both men and women, lastly Fosamax is the only agent indicated through these uses for both spine and hip fracture in patients with osteoporosis without a prior fracture, as well as, those with a prior fracture.  The contraindications are abnormalities of the esophagus, with delayed epilacea and the inability to sit for thirty minutes.  Regarding efficacy, Fosamax has conducted two main studies with demonstrated results.  The first is a clinical fracture intervention trial known as the Pit Trial.  This consisted for 4,432 patients.  This arm was designed with an incidence of radiographically confirmed clinical fractures in a group of women without prior fractures at baseline.  The outcome was a 48% reduction in the 1st vertebral fracture and a 56% reduction in the hip fracture.  The second study is the vertebral fracture arm of the fracture intervention trial.  This was over 2,000 patients over three years looking at a patient population with the baseline fractures.  Here we produced a 47% reduction in vertebral fractures and a 51% reduction in hip fractures.  Today, there has been head to head studies with Calcitonin, Evista, HRT and PTH and now we also have head to head studies with Didronel.  The Fosamax/Didronel comparison trial or the FACT trial was a two year randomized double blind trial over a 1,000 women.  Now, the primary end points of this study were a change in BMD baseline at 12 and 24 months at the t-lumbar spine, total hip and thimble neck.  The secondary end points with changes in biochemical markers, patients who had a greater response than 0% or 3% at the hip and spine and also the percentage of patients with any adverse experiences related including upper GI system experiences.  The results of the FACT, basically the B& D changes of the hip were 4.6% for Fosamax versus 2.5 in the Actonel group.  Changes at lumbar spine at 5.2% for Fosamax versus 3.4% for the Actonel group.  Total hip was 3.0% for Fosamax and a 1.3 for the Actonel group.  When you looked at the percentage of patients that responded at greater than 0% change in baseline, 84.5% for Fosamax and 67.8% for Actonel.  Regarding tolerability, in the Fracture Intervention Trial, which is over 6,000 patients, 54% of the patients had a history of GI disorders.  The ones that were excluded were recent ulcers, upper GI bleeding, or the daily use of medications for dyspepsia.  In this, 88.4 and 87.5% with Fosamax and placebo respectively were also on NSAIDS at some time during the study.  The overall GI adverse event rate of the two groups was the same.  Now, as far as in the FACT trial, here again they looked at the comparison between the GI side effects and there was no difference.  In fact, in a total of 66 women discontinued the trial due to clinical experiences and 33 were on Fosamax and 33 were on etidronate.  

Steve Smith, PharmD—Merck—(Singulair)

I am here from Merck on the respiratory side representing Merck.  I am a respiratory science advisor and I am also a pharmacist. I also have P&T experience and I know that it is not fun to be here to do this.  Singular is a drug that is indicated in asthma and allergic rhinitis, both perennial and seasonal.  It is indicated down to one year of age in asthma and two years of age for seasonal rhinitis and six months of age for perennial, just to keep things a little confusing.  Dosing wise, 10mgs for 15 and up, 5mgs for age 5-14 and 4mgs for 6 months to 5 years of age, so there are three different dosings.  Singular is indicated both for monotherapy and for add on therapy in asthma.  There have been a number of studies done dating back to 1998 when the product was first approved.  These studies demonstrate an added clinical benefit in addition to inhaled corticosteroids in terms of asthma control, FEV1 and other asthma related end points, such as peak flow, asthma control base and so on.  One of the first of those was by Ted Reaves and now additional studies using Singulair as add on therapy.  It has also been studied recently in patients who were adult asthmatics who also have allergy sensitivity.  These patients were treated in the allergy season for three weeks with Singulair and they demonstrated improved asthma control, so these were asthmatics who also had allergic rhinitis.  They showed improved symptoms during the allergy season, so that is kind of an interesting fact.  Singular does not have an indication in EIB, although there are some studies demonstrating efficacy in EIB, both in children and adults, but this is not currently in the label.  Efficacy studies have been done in children for monotherapy in kids ages 6-14 by Barbara Knor, 336 patients over 8 weeks showed an increase in FEV1 versus placebo.  Growth, this is a recent study done showing no effects on growth and now is documented in the label with singular with kids ages 6-8 weeks of age.  Combination therapy, there have been a number of studies in adults done that demonstrate that you can achieve a reduction in the dose of steroid necessary to  attain asthma control.  A study showed that you can achieve a reduction in the serum dosage by 37% if you just try to tie people down to get them to start on therapy and then another 47% from the steroid usage.  In addition, a study by Lavulet, Singular in addition to Beclomethasone, showed an improvement in asthma control in FEV1.  There has been a lot out there in the last several years, which, some of which shows an increase, but better compliance is the key.  Rhinitis, five studies done on seasonal rhinitis, demonstrated the effectiveness on seasonal, two studies done on perennial demonstrated the effectiveness and indicated that it was well tolerated.  The side effect profile recently demonstrated that previous interactions were recently removed from the label.  

Brian Yeager—Roche—(Boniva)

I am Brian Yeager, a medical liaison with Roche.  Thank you for this opportunity to share key clinical information with you on Boniva.  Boniva is a potent nitrogen containing bisphosphonate.  It is approved for the prevention and treatment of post menopausal osteoporosis.  It is the first monthly therapy approved for any disease.  Studies show that approximately 50% of patients discontinue once weekly bisphosphonates after one year.  Patients who do not comply and/or do not persist on therapy have a significantly higher risk of fractures, greater hospitalization rates and higher medical costs.  In the Boniva Alumina trial on osteoporosis, 66% of patients preferred once monthly ibandronate over once weekly alendronate.  Most patients preferred the once monthly regimen because they thought that it was easier to follow the regimen over the long term and the regimen fit their lifestyles better.  The increased convenience of once monthly dosing with Boniva, along with having the only available opt in patient relationship program, may help Idaho Medicaid patients be more successful in adhering to and therefore optimizing their osteoporosis therapy.  In the bone study, which evaluated over 2,900 osteoporotic women with a history of vertebral fractures, Boniva actually reduced the risk of vertebral fractures by 52% at three years compared to placebo.  Patients in the bone study were at low risk for non vertebral fractures, as evidenced by their higher baseline thermal BMD and a low non vertebral fracture rate in the study.  When a subset of higher risk patients were analyzed, ibandronate reduced the risk of non vertebral fractures by 69%.  Lumbar spine BMD was increased by 6.5% with Boniva compared to 1.3% in the placebo group, with a significant increase noted as early as six months.  Boniva also significantly increased BMD at the total hip, thermal neck and trochanter.  Boniva, as evaluated in bone, is the first intermittently administered bisphosphonate shown to decrease fractures in a randomized controlled clinical trial.  In the mobile study, once monthly Boniva increased lumbar spine BMD 6.6% and total hip BMD 4.2%, but is not only not inferior, but statistically superior to the daily regimen. Ibandronate is the only bisphosphonate that has demonstrated BMD gains when compared to its daily regimen.  Once monthly Boniva offers increased flexibility and convenience for patients taking a Class of medications known for being difficult to adhere to because of complex dosing instructions, concern about side effects and the need for frequent dosing.  Once monthly therapy provides potential for increased medication adherence, thus further reducing the risk of fractures.  If Medicaid patients don’t take their bisphoshonates, it will cost the state of Idaho more money.  Based on the clinical data and the data which demonstrates poor adherence with  bisphosphonates I urge the committee to offer the benefit of once monthly Boniva in addition to a weekly bisphosphonate option for Idaho Medicaid patients and their physicians to reduce the risk of devastating and costly fractures.  

Question:  Is there any head to head evidence on compliance between a monthly regimen and a weekly regimen that goes out to a year?

Answer:  Not up to a year.  There is data, that was recently presented at the National Osteoporosis Foundation meeting in Toronto last month, unfortunately, my company policy does not allow me to share that data, but it is in the public domain and it was a persistent study looking at six months comparing ibandronate

 with avandernate.  

Chris Isesel—Sepracor Pharmaceuticals—(Xopenex HFA)

Good morning.  My name is Chris Iesele with Sepracor Pharmaceuticals.  I am the area business manager for the Pacific Northwest.  I appreciate the opportunity to address the committee this morning.  I am here to represent Xopenex HFA and I would respectfully request that you add Xopenex HFA to your PDL.  It is my understanding that some members of this P&T Committee had an opportunity to meet with key stakeholders and health care providers on July 10th to discuss the impact of the CFC’s withdrawal from the marketplace and the mandatory conversion from CFCs to HFAs at the end of 2008.  The results of that meeting, I understand, were that there is a need to educate health care providers on this conversion from CFCs to HFAs and also that it was deemed acceptable to transfer prescriptions that come into the pharmacy for albuterol CFC to albuterol HFA.  It is also my understanding that an additional result is that pharmacists are not comfortable with making that transition from Xopenex HFA to albuterol for potential legal implications.  The fact of the matter is that the two drugs are not the same.  There is definitely a difference.  Although I was not able to attend the meeting on July 10th, my hope again is to be an advocate for choice for patients and that no matter what prescription a patient comes to the pharmacy with, whether it be albuterol CFC, albuterol HFA or Xopenex that they  have uninterrupted access to that particular therapy.  If all inhalers are not added to the PDL, there may be cases again where patients have interrupted access to their prescription of choice and the providers prescription of choice.  For example, if patients go to a pharmacy in the evening or on the weekend to get their prescription filled and if there is a prior authorization involved, they may in fact not be able to fill that PA or able to contact their health care provider and that particular patient may be without any prescription at all.  Again, this is not been deemed an acceptable substitution for albuterol and Xopenex.  Patients also may be seen in the ER and the physician may discharge a patient and not be aware of what is on the prescription drug list.  You might ask yourself why a physician might prescribe Xopenex if it is not on the PDL.  The fact of the matter is there are many reasons why physicians prefer to write Xopenex over albuterol.  Often times they are using albuterol first and then turning to Xopenex.  In this situation, you may also hope that the 72 hour rule would apply, unfortunately not all pharmacists are aware of that rule and again that may lead to interrupted access for patients to their prescribed therapy.  The only full proof way to ensure uninterrupted access is to add all HFAs to the PDL and I hope the P&T takes this information under consideration and the fact that Sepracor has offered to help defray the cost associated with the HFA conversion.  

Mary Haupt—Pfizer—(Zyrtec)

Good morning.  I am Mary Haupt and I am with Pfizer Pharmaceuticals as a district manager and I am here on behalf of Zyrtec.  Thank you for that presentation this morning and it was actually very knowledgeable for my benefit as well.  I am not here today to share anything clinically new on Zyrtec.  I would imagine that over the past decade, you know the information on Zyrtec.  What I am asking today is do you see it reasonable for those patients who are age 20 years to 65 who suffer from the primary diagnosis of chronic idiopathic urticaria not to be prior authorized?  That is just an option for those patients, so that they don’t have to jump through one more loop hole.  I know that you are probably aware that in 2002 there were over 11 million patient visits going into physician offices associated with allergies. Over 95% of the patients who go into a physicians office have already tried an over the counter product for their allergies.  So today, 

I just want to leave a couple of thoughts with you.  (I will be under the two minutes mark.)   Maybe, just think about the fact that either everyone in this room has an allergy or has a family member that has allergies.  So, just think about it.  Did you try an over the counter medication before you went to your doctor?  Because, I know a lot of people would rather try something over the counter than go to a physicians office and wait to be treated.  They go to the physicians offices because they need relief.  They need relief from their allergies.  So, that is the thought that I leave with you.  Also, I have another thought in addition to that, just imagine if you have already tried the over the counter, what drug are you and your current family members on?  The majority of patients really are on Zyrtec because it does give them the relief they need for their allergy symptoms.  Lastly, probably what is on all of your minds, I will just answer the question up front.  When does Zyrtec go generic?  That will be June 25, 2007.  

Jennifer Brzana, PharmD—Glaxo Smith Kline—(agonist)

Good morning.  I am Jennifer Brzana and I am a PharmD and a regional medical scientist with Glaxo Smith Kline and appreciate the opportunity to discuss with you ropinirole, our non-erbalene D2-D3 agonist.  There are three points that I would like to communicate with you today.  Point one, the 2001 treatment guidelines for Parkinson’s disease actually recommend dopamine Dopamine as first line initial monotherapy in newly diagnosed Parkinson’s patients.  Also as adjunctive therapy in alevadopa advanced patients.  This is because alevadopa, although the standard of care, is associated with adverse events including dyskinesias and moto fluctuations.  Newly diagnosed Parkinson’s patients treated with ropinirole as first line therapy experience significantly fewer dyskinesias.  In fact, three times fewer dyskinesias at the end of a five year study compared to those on levadopa alone.  In patients with advanced Parkinson’s, the addition of ropinirole to their therapy resulted in a greater percentage of patients achieving a reduction in total levadopa dose and total awake time spent off.  This has been compared to those who were off the placebo.  So, this data shows that ropinirole can offer patients symptom relief with a lower risk of dyskonesia’s when compared to levadopa.  Point two, ropinirole is the only drug indicated for the relief of primary to moderate to severe restless leg syndrome.  This has been shown in four large clinical trials and all show symptom relief as early as night two with ropinirole in the treatment of restless leg syndrome.  Point three, not only does ropinirole stand out among the Class of dopamine Dopamine because of its multiple indications, but also because of its dosing flexibility.  Parkinson’s disease is a progressive disorder.  Ropinirole can be titrated from .75mg per day all the way up to 24mgs per day to meet changing  patients needs.  Efficacy has been proven across the board.  Hopefully, these points will make it clear to you that ropinirole is the preferred agent among dopamine Dopamine for the PDL. 

Tatohoun Olike—Dey—(Duoneb & Accuneb)

Good morning.  My name is Tatohoun Olike.  I want to present to you two products today, Duoneb and Accuneb.   The first product I am going to talk about is Duoneb.  Duoneb is a combination of an anticholenergic  and beta agonist formulation. for patients who have COPD.  Duoneb is a combination of ipratropium and albuterol in a three milliliter dose solution.  It is easy to use, doesn’t require mixing, ready to use formula prevents contamination and infection.  Duoneb is a combination drug that contains less volume than generic albuterol and Ipatroprium.  It requires less time for stabilization and gives patients faster relief, better compliance and less health care utilization and less hospitalization.  Most patients are elderly and have difficulties using MDI and TPI.  They often have better compliance with nebulizers.  

The second product I want to talk about is Accuneb.  Accuneb is the only FDA approved beta agonist for the use in children down to the age of two.  It is ready to use, doesn’t require mixing, is low volume and a metered dose.  All these benefits can lead to advantages such as less medication error, less time necessary for treatment and better compliance.   In high doses, beta agonist treatment of asthma can worsen the disease by increasing blood flow to air spaces.  The children who were treated with doses of albuterol higher than NIH guidelines had longer hospital stays for bronchial asthma than the children who had been using a lower dose.  Also, Accuneb is less costly than other agents.  

Jennifer Alderete, RN---Astra Zenica—(budesonide)

Good morning members of the committee.  I’m Jennifer Alderete with Astra Zenica.   I am a registered nurse by trade and I have practiced here in Idaho.  I wanted to talk to you a little bit about Pulmicort, as well as share a personal story about how this medication has changed the life of my nephew as well.  First NIH guidelines regarding asthma does recommend ICS therapy as first line therapy and that is why Pulmicort’s Respule is the only nebulized inhaled corticosteroid therapy that is available for children as young as twelve months of age, as well as it being the only nebulized ICS.  It does allow flexible dosing, so it can be given in 0.025 mgs and in 2 meter respules and that can be done once daily, twice daily and it can also be given as 0.05mgs once or twice daily.  (Efficacy studies have shown across all those ranges.)   When kids get to be between 6-8 years old, they can transition to Pulmicort dry powder.  Those can be given one to two puffs once daily or twice daily and again, efficacy has been shown across all those ranges.  Both of these medications are produced in category B and it is also a category B for pregnancy.  I would like to bring things personal a little bit.  My nephew does have asthma and was diagnosed at a very young age, six months old, and I actually happened to be the one that took him to the ER, because his parents were out of the country.  It is a very scary thing to see a child with their lips turned blue.  Getting him started early on that medication, Pulmicort, he was started early on that medication and he has since transitioned to the dry powder formulation.  He is now able to play baseball and football.  These are things that potentially he might not have been able to do, if he hadn’t gotten his medication the way that he needed to.  I submit these medications for your consideration and if you have any questions, I would be happy to address them.  

Dan James—Bristol Myers—(Plavix)

Good morning.  I am Dan James and I am from the medical department at Bristol Myers.  I am here to make some very brief comments about Plavix.  Plavix is indicated for the reduction of artherosclerotic events in patients with recent MI, stroke, established PAD and non-ST elevation acute coronary syndromes.  It’s usage is strongly Endorsed in multiple national guidelines put out by the American College of Cardiology, the American College of Chest Physicians, the AHA and the National Stroke Association.  With that said, I thank you for the opportunity to review our drug and continue to make it available for use on your formulary.  Thank you.

Meridith Zarling, PharmD—Glaxo, Smith, Kline--(Advair)
Good morning.  Thank you for the opportunity to speak to you about Advair.  My name is Meridith Zarling and I am a clinical pharmacist with GSK.  I would like to present information to you to support the retention of Advair on the Preferred Drug List.  The NIH panel of experts, after carefully reviewing the literature, issued very clearly defined guidelines on the management of asthma.  These guidelines are not meant to be a stepped approach.  Patients should be assessed as to severity of disease and then appropriately managed on the basis of that severity.  The panel concluded that strong evidence had shown that the preferred treatment for moderate to severe asthma in adults and children (beginning at 5 years of age) should be the combination of inhaled corticosteroid with a long acting beta agonist.  The only combination product available is Advair.  As symptoms have many causes as you know, inflammation and broncho constriction, the Advair discus allows a patient to administer both in an inhaled corticosteroid and a long acting beta agonist, albuterol, together.   Patients can not selectively discontinue their inhaled corticosteroid therapy if they want to feel the benefits of their long acting beta agonist together.  The refill rate for Advair was significantly higher than the rate for inhaled corticosteroids alone, inhaled corticosteroids plus albuterol separately or inhaled corticosteroids plus monoleucast.  In several retrospective analyses by managed care and insurance claims, based on the data and the recommendations of the guidelines, Medicaid patients are best served if Advair discus remains on the current PDL for the state of Idaho without restriction.  I’d be happy to answer any questions you might have.  Thank you.

Susan Abraham, M.D.—Boehringer Ingelheim—(Aggrenox, Mirapex)

Good morning.  My name is Susan Abraham and I am an M.D. by education and I work in the medical department for Boehringer Ingelheim.  I will be presenting on Aggrenox and Mirapex.  Aggrenox is one capsule BID indicated for the secondary prevention of stroke for patients who have had previous ischemic stroke and TIA.  Aggrenox is a novel formulation.  It contains 25mg of aspirin and 200mgs of dipyridamole pellets.  Each pellet has an extended release coating and a core of tartaric acid for increased absorption.  In those with low gastric acid, the extended release dipyridamole provides 50% higher bioavailability than immediate release dipradamol.  The Aggrenox prescribing information contains a cautionary statement mandated by the FDA, that Aggrenox is not interchangeable with individual components of aspirin and persantine tablets.  Aggrenox inhibits thrombosis through the combined actions of aspirin and dipyridamole.  Both aspirin and extended release dipyridamole are independently antithrombotic and the effects are directly additive.  Aggrenox is twice as effective for stroke prevention as aspirin alone, probably due to its secure antithrombotic effect and perhaps the added benefit of other modes of action (such as on the vessel wall and in the anti-inflammatory properties).  In the ESP-II trial, Aggrenox showed a significant risk reduction for stroke compared with aspirin and the difference in efficacy increases in higher risk patients.  50mgs. of aspirin per day is the accepted dosage for stroke prevention recommended by the FDA, AHA, ACCP and the NSA.  There is an increased risk for headache with extended release dipyridamole compared to placebo, but the headache is generally mild and transient.  The addition of dipyridamole to aspirin does not increase the risk of bleeding.  Aggrenox is the only anti-platelet combination therapy endorsed as first line therapy for the prevention of non cardiac involved cerebral ischemic events in the 2006 ASA Stroke Guidelines.   Any questions?  Now on to Mirapex.

Parkinson’s disease is a progressive neurodegenerative disease with debilitating and devastating motor and non motor symptoms.  Approximately one million in the United States are affected with this disease and the estimated economic burden of this disease is about 25 billion dollars per year.  In clinical trials, Mirapex, a dopamine agonist is rapidly absorbed in about two hours.  It has renal metabolism, so no dosage adjustment is necessary for those with hepatic insufficiency.  90% is recovered in the urine.  Dosage adjustments may be necessary in those with moderate to severe renal impairment, but this has not been studied in this population.  Mirapex is flexible with easy dosing and titration.  You can get to an effective dose of 1.5 to 4.5 mgs per day in about three days in those with normal renal function.  TID dosing can be giving with or without levadopa.  The COM-PD trial, Mirapex was compared with levadopa and shown as monotherapy to improve motor function in ADLs, delay the onset of motor complications and delay the need for levadopa.  Mirapex, as an adjunctive therapy, 

Increases duration and quality of on time, reduces duration and severity of off time, improves tremor and reduces levadopa dose.  Safety, patients have reported falling asleep during ADLs , symptomatic hypertension may occur during dose escalation and hallucinations can occur at any time.  Mirapex is well tolerated in all stages of  PD and there are no predicted drug interactions because it is renally metabolized and appears to be a  Classic dopamine.  In summary, Mirapex 

improves patient functioning and delays the need for allevadopa.  

Patrick Vojta—Boehringer Ingelheim—(anticholingergic)

I am Patrick Vojta and I am a medical scientist with Behring Kline in scientific affairs.  I am here today to talk about Spiriva in the treatment of COPD.  As the committee well knows, COPD is an umbrella term for chronic bronchitis and emphysema.  It is now being recognized as a major disease in the US with 24 million people predicted to have the disease.  In comparison, there are 14 million adult asthmatics in the US.  COPD is a leading cause of disability and the fourth leading cause of death and almost 21 billion dollars of direct costs were attributed to COPD in 2004.  A major symptom is dyspnea or breathlessness, which leads to deterioration in quality of life.  With regard to tiatropium and Spiriva, it is the first once daily bronchodilator, as you all know for COPD.  It is recommended by expert guidelines as first line maintenance therapy for COPD.  Six long-term trials were done with Spiriva and they showed sustained improvements for dyspnea, lung function and quality of life end points.  Treatment with Spiriva provided greater lung function improvements compared to Ipatropim and Salmetol.  Two other commonly used bronchodilators used for COPD.  Treatment with Spiriva has been associated with reduced COPD exacerbations, related healthcare utilization-including hospitalization, hospitalization days, antibiotics and systemic corticosteroid use.  Recent studies have shown that the use of Spiriva results in sustained exercise endurance improvements and also augments pulmonary rehab exercise endurance up to three months after pulmonary rehab has been completed.  In terms of safety, the six long term studies that I mentioned , the adverse event profile in those studies is very comparable to ipatropium.  Dry mouth is the most common adverse reaction.  I should mention that it has been co-administered in trials with just about every other respiratory medication, but co-administration with other anticholergenics is not recommended.  So, in conclusion, Spiriva improves lung function, dyspnea, exercise tolerance and health related quality of life for COPD patients and once daily dosing may improve patient compliance.  It decreases hospitalization secondary to COPD exacerbations and it is the primary driver of COPD related costs.  Facilitating Spiriva access will allow the state of Idaho to implement quality care and utilize guideline recommended treatment approaches in the treatment of COPD.

Sue Heinemann—Pfizer—(Celebrex)

Good morning.  I am Sue Heinemann with Pfizer, (as many of you know, since you have seen me before).     I am here to talk on behalf of Celebrex in the NSAIDS Class.  In your current prior authorization criteria for Celebrex, it is the only NSAID that is prior authorized and it is the only Cox-2 that is available.   When you look at the other agent that has Cox-2 selectivity, its Mobic.  If you look at your 2005 data from the CMS website, which is publicly available data, it tells us that the cost per prescription of Mobic versus Celebrex is almost the same.  Patients tend to use higher doses of Mobic to get the same analagesic effect as Celebrex.  When you increase those higher doses of Mobic, you lose the GI protectiveness that you see with the Cox-2, specifically with Celebrex.  With the GI safety data, there was a study published by Singh et al called the Success Trial.  What is showed was that there is a serious reduction in  upper GI events with Celebrex compared to diclofenec or naproxen.  These are patients that were not using aspirin.  Remember from a few years ago when the Class trial came out and there was a lot of concern about the use of GI toxicity with the use of Celebrex.  Those issue were with patients who did use aspirin and those were not differentiated.  There are studies they do show that Celebrex does have better GI safety compared to the other GI NSAIDS including Naprosyn when used with a proton pump inhibitor, especially the lower GI gastric lesions.  The proton pump inhibitors do not protect you from that.  There is good GI safety data with Celebrex.  On cardiovascular effects, the FDA recommended that all NSAIDS including Celebrex, have a medication guide dispensed with every prescription. In there, it includes a statement that all NSAIDS cause or have a higher risk of cardiovascular disease.  The study that was sponsored by the FDA did show that Celebrex had no more MI risk and no more sudden cardiac death than the other NSAIDS.  In fact, other studies have shown that Celebrex has less aggravation of hypertension and less new onset of hypertension than ibuprofen.  So, the cardiovascular data does appear to be a little safer than some of these over the counter first line agents.  I’m not saying that Celebrex should be used in every person, but I’m just requesting that you look at the prior authorization criteria and just reevaluate it to see if Mobic should be failed on before Celebrex is used and also on the criteria, consider including the new indication for the ankylosing spondilitis, which occurs in young adults and is an inflammatory disease.  If not caught and treated early, it can cause a lot of disability and thus cost you guys more.  

Ted Young, PharmD—Eisai—(Aricept)

Good morning.  I am Ted Young and I am a clinical pharmacist by training and a medical scientist for Eisai Inc.  I am here to talk to you this  morning about Aricept.  All of my comments will support what you heard earlier from the clinician that made his comments.  Aricept is a product used for the treatment of Alzheimer’s disease, as you all know.  Alzheimer’s disease is a devastating disorder of the brain’s nerve system that impairs memory, thinking, behavior and lead ultimately to death.  According to data compiled by the Alzheimer’s Association, an estimated 4.5 million people with Alzheimer’s disease alone.  By 2050, this number is predicted to increase by three times to 13.2 million people.  Worldwide estimates of the current number of people with Alzheimer’s disease range from 15-20 million.  National direct and indirect annual cost of earnings to individuals with Alzheimer’s disease is at least a 100 billion dollars.  These are estimates used by the National Alzheimer’s Disease Association and the National Institute on Aging.  The impact of Alzheimer’s disease on individual families and other health care systems make the disease one of the nation’s greatest medical, social and physical challenges according to the association.  Cholinesterase based inhibitors, as you heard earlier, are the standard of care for Alzheimer’s disease.  The American Academy of Neurology has created guidelines, the American Psychiatric Association and the AMA have published similar position papers and the National Veterans Affairs, reinforce the guidelines for using cholinesterase based inhibitors in the treatment of this disease.  The goals of therapy, again as you heard earlier, are to maintain the patient at their current levels and/or to slow their functional loss.  Aricept offers proven efficacy across all the stages of the disease.  Evidence from peer review publications demonstrate and indicate that Aricept is the most steady with 14 placebo controlled studies and the most published cholinesterase based inhibitor in the world with over 1.7 million patients treated in the US alone.  Studies show that persistent Aricept efficacy across all the mains help patients maintain their independence longer.  It delays nursing  home placement by about two years, it delays loss of the activities of daily living, and it improves overall behavior including reduced empathy, depression and anxiety.  It improves cognition, both early AD and more advanced AD, and reduces caregiver burden. Only Aricept offers effectiveness at the starting dose.  

TheAricept starting dose is 5mgs and it is effective once a day.  In summary, starting therapy with Aricept and treating persistently, helps improves patientscognition, function and behavior.  Thank you for your time and attention.     
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