PHARMACY BENEFIT UPDATE
        SPRING, 2007 Issue
	           Preferred Drug List(PDL) News


****Important Changes to the MaineCare Pharmacy Benefit-Please Read*****

****Four brand name drug limit and atypical antipsychotics now covered by PDL****

A. Four (4) Brand Name Drug Limit

Fast Facts

· Starting July 1, 2007, MaineCare members over the age of 18 will require a prior authorization(PA) for most drugs that exceed 4 brand name medications within that calendar month
· This will not impact members who have Medicare Part D coverage
· Exceptions for certain medications are outlined below
To promote clinically effective, coordinated and cost effective prescribing, the Maine Legislature has passed legislation limiting MaineCare members over the age of 18 to four (4) brand name drugs in a calendar month.  Limits on the number of brand name scripts allowed has already been successfully implemented in 19 State Medicaid Programs. Clinical evaluation of the drug profiles prompted by this change will result in improved medication management amongst prescribers while making it easier for prescribers to recognize and limit polypharmacy.  It will also improve cost effective generic utilization.  

In order to facilitate a generic substitution if clinically appropriate, before any member requires PA for any specific brand medication under this rule, the Department will be faxing medication profiles to prescribers whose patients are on 5 or more brand name medications for which a generic alternative is available.  These profiles will be sent out within the next two weeks. This will not only facilitate the change to one or more generic alternatives at or before the patient’s next visit, but will help educate providers about drug categories where generic prescribing initially will limit the need for prior authorizations. If the prescriber does not agree that a reasonable generic alternative exists for any of the brand drugs, they may request a prior authorization using the Four Brand PA form # 10630.

There are important exceptions to this limit. The following drugs will NOT count toward the four (4) brand limit.

· Anti-retroviral medications for HIV;

· Medications to treat cancer (this does not include antiemetics);

· Atypical antipsychotics;

What Will Happen?

Following the initial education period outlined above, prior authorization will be required when a member attempts to fill any prescriptions that are beyond 4 brand names in that calendar month. 

The following is a brief outline of the review process.  When the PA is received, the member’s current drug profile will be reviewed by clinical PA staff, and the following considered:

1. If there is an A-rated, preferred generic available for the any of the member’s current drugs, the prior authorization will be denied unless adequate clinical justification is supplied.
a. This could include lack of effectiveness or documented intolerance to the alternative therapies after an adequate trial including treatment as needed for side effects such as nausea.
2. If there are clinical alternatives (as opposed to generic forms of the prescribed medication) available for any of the member’s drugs, the prior authorization will be denied unless adequate clinical justification is supplied as to why a clinical alternative does not represent a viable treatment strategy.  

In keeping with good clinical practice, prescribers must be aware of the medications a patient is on when they are prescribing a new medication.  The Department can assist with the clinical review of the member’s medication profile and point out categories where generics are currently available.

While this seems like a complicated procedure, the basic premise is simple.  Generic drugs generally save money, and MaineCare can slow the rise of the cost of the drug budget by imposing limits on the number of brand name medications that a member can receive without requiring prior authorization.  This will help preserve the benefit for the greatest number of Maine citizens.  

Questions regarding the brand name drug limitation can be directed to the Prior Authorization Help Desk at 1-888-445-0497.

B. Atypical Antipsychotics Subject to PDL 

Fast Facts
· Risperdal, Geodon, Seroquel, and Clozapine will continue to be available without prior authorization  
· Starting July 1, 2007, new starters on Zyprexa, Invega, Abilify, Risperdal Consta and M-tabs will require PA 
· Established users will be grandfathered 
· Dosing limits and restrictions on multiple antipsychotic medications will not change
· There are no changes to the preferred/non-preferred list for typical antipsychotics
Fifteen other state Medicaid Programs have already successfully implemented similar PDL restrictions on atypical antipsychotics. In West Virgina, which has had atypical PDL restrictions similar to these since 2005, the market share for Abilify is now approximately 5% as compared to its current MaineCare market share of approximately 20%.  Zyprexa and Abilify cost MaineCare more than 50% more/day than any of the preferred alternatives. The changes recommended are modeled after those of the National Association of State Mental Health Program Directors (NASMHPD).  The following is an excerpt from these recommendations.

1. Ensuring Appropriate Access and Efficient Utilization 

All antipsychotic medications should be available and utilized as clinically appropriate on an individualized basis. Efficacy, safety, tolerability, personal preferences and vulnerabilities, and cost considerations should guide antipsychotic selection. Given essentially similar clinical efficacy across patient populations, marked differences in side-effect profiles, and significant individual variability in response:

(i) All medications should be available.

(ii) Not all medications need be available on a first-line basis.

(iii) If a medication not available on a first-line basis is considered clinically appropriate (based on past response or other considerations), prior authorization procedures should be simple and flexible.

(iv) Choices of first-line medications at a minimum must include:

(a) Clozapine (any approved formulation) [Treatment-resistance]

(b) Risperidone or paliperidone [Atypical with long-acting formulation] 

(c) Ziprasidone or aripiprazole [Weight-neutral atypical]

(d) Olanzapine or quetiapine [Sedating atypical]

The Psychiatric Work Group had recommended an exemption for Abilify for MaineCare members under age 18.  Since following this recommendation would not have afforded the savings needed to meet the legislative mandate, the Drug Utilization Review Committee (DUR) instead agreed to specify that PA requests for very young children will receive special consideration for age specific concerns including those related to dosing difficulties. 

Key Points on Atypicals Antipsychotics and Prior Authorization

· All medications will continue to be available 
· In order to receive any of the non-preferred atypical medications, any one preferred atypical agent must be tried first and found to be intolerable or ineffective after a three (3) week trial.  
· The requirement for a trial of a preferred agent can be satisfied in the inpatient or outpatient setting.  
The Department believes the above approach will promote cost effective initial prescribing for this category while assuring all members have access to any medically necessary atypical antipsychotic without requiring multiple “steps”.

C.  DRUG-DRUG INTERACTIONS: DRUG COMBINATIONS REQUIRING PA  

Fast Facts

· The most common drug combinations that now need PA due to potential drug-drug interactions are:

· Carbamazepine with atypical antipsychotics and Clozapine

· Gemfibrozil with Prandin, Avandia, Actos, or Avandia/Actos combo products

· Gemfibrozil with statins

· Sulfonylureas (except glyburide) with ranitidine and cimetidine

· Amaryl (glimepiride) with fluconazole and fluvoxamine
The DUR committee has begun to review the most frequently used medications and to evaluate their clinically significant drug interactions – those that lead to increased as well as decreased concentrations of drugs. A PA will be required for a provider to start particular drug combinations, but those MaineCare members already on the combination will be exempted. Not to overwhelm providers or the system, at first, only a few drug pairs will require a PA for new starters. Of the drug-drug interaction combinations programmed so far, those listed above are the ones being seen most frequently.
D.  MAJOR CHANGES TO THE PDL 

 Drugs with Change in PDL Status

	Proposed

Date
	Newly Preferred
	Newly Non-preferred
	PA criteria

	June 07


	
	Desonate Gel (desonide)
	Fail other preferred topical steroids.

	June 07


	
	Fentora (fentanyl)
	Fail other preferred short acting narcotics and have FDA-approved indication of breakthrough pain in opioid-tolerant cancer patients.

	June 07
	
	Qualaquin (quinine)  
	Must confirm diagnosis of Plasmodium falciparum malaria.

	June 07
	
	Verdeso (desonide)
	Fail other preferred topical steroids.

	June 07
	
	Ziana (clindamycin phosphate/tretinoin)
	Fail preferred separate ingredients which are much more cost-effective.

	June 07
	
	Zolinza (vorinostat)
	Must confirm Cutaneous T-cell lymphoma and prior exposure to two systemic therapies.

	May 07
	
	Chantix (varenicline)
	Fail and/or contraindication to both preferred smoking cessation agents (nicotine and bupropion). Cannot be on nicotine concurrently. Limited to initial approval period of ninety days. Case-by-case considerations of therapy extensions for additional ninety days.

	July 07


	
	Topical Zovirax (acyclovir) 

Topical Denavir (penciclovir)
	Fail and/or contraindication to efficacious and more cost effective oral treatment with acyclovir or Valtrex (Valacyclovir)

	July 07
	
	Griseofulvin (all forms) and ketoconazole tablets when used for ≥ 4 weeks
	Fail and/or contraindication to safer antifungals. Fluconazole can be used without a PA for onychomycosis.  Data regarding this usage will be in the next newsletter.


E.  PDL MAJOR CHANGE – GENERIC “OXYCONTIN” IS DISAPPEARING

Fast Facts

· Generic “Oxycontin” (oxycodone ER and CR) will soon no longer be available

· Brand Oxycontin will continue to be non-preferred and require PA

· Current users of generic oxycodone ER and CR will be transitioned to brand name Oxycontin and grandfathered
For the past year, the generic form of Oxycontin has been available as oxycodone ER and CR, and has been preferred on the PDL. The brand version, Oxycontin, has always been non-preferred due to its extreme susceptibility to abuse and diversion. The makers of Oxycontin, Purdue Pharma, have recently won some patent infringement cases with a number of the generic manufacturers and reached agreements with the others. As a result, most of the manufacturers have stopped producing the generic already and the rest are expected to soon follow suit. When this occurs, there will no longer be any generic oxycodone ER or CR available and the brand Oxycontin will continue to be non-preferred.    Therefore, in advance of the generic becoming unavailable, we will encourage all oxycodone ER and CR users to switch to the brand name Oxycontin.  All new starters after July 1 will need to use alternative preferred long acting narcotics as all forms of Oxycontin (including oxycodone ER and CR) will be non-preferred for new starters.
To facilitate this transition, prescribers should start specifically prescribing Oxycontin for their patients who are currently on oxycodone ER or CR.

F.  PA STATISTICS

In the first quarter of 2007, there were 19,170 unique PA requests, 79% were approved. The top five most frequently requested drugs were duloxetine/Cymbalta (1,242), venlafaxine/Effexor (809), quetiapine/Seroquel (678), cetirizine/Zyrtec (614) and gabapentin (610). The average determination time was 3.3 hours.

G.  ORAL HEPATITIS AGENTS

Fast Facts

· Hepsera (adefovir) remains the preferred oral agent for treatment naïve patients with hepatitis B
The DUR has reviewed the data concerning the multiple agents now available orally for the treatment of chronic hepatitis B.  They also reviewed the new guideline on the treatment of hepatitis B by the American Association for the Study of Liver Disease.  After a review of this information, the DUR voted to continue Hepsera (adefovir) as the preferred oral chronic hepatitis B drug based on efficacy and cost effectiveness.  A review of the data and the new American Association for the Study of Liver Disease Guidelines will be in the next issue of this newsletter.
H.  SUBOXONE/SUBUTEX

Fast Facts

· Suboxone doses > 32 mg require PA

· Subutex at any dose requires a PA to allow for the clinical review of pregnancy indications 

· Prescriptions for these drugs written by physicians without credentials to prescribe these drugs for opioid addiction will not be approved

For physicians interested in being able to prescribe buprenorphine (Suboxone) to their patients who are opiate addicted, there is an eight hour training requirement.  That training can be obtained either on line or in person.  Information about training opportunities is available at:  http://buprenorphine.samhsa.gov/./training.html.

The next live training in the Northeast will be August 24th in Syracuse, New York.  Go to: http://www.asam.org/BuprenorphineCME.html to see all of the available live trainings and to sign up. Trainings occur monthly at sites around the country.

 I.  NARCOTIC USER REPORTS

Fast Facts

· MaineCare is carefully reviewing the records of the top 10% of members that use multiple providers and/or stores to obtain narcotics
· These members may be required to obtain prior authorization for narcotics in order to ensure that all prescribers are aware of the entire medication profile
· Cases of potential misuse or diversion can be reported to Dr. Timothy Clifford, Pharmacy Medical Consultant at 622-7153 or 1-888-420-9711
Narcotic user reports have been sent to 1,994 prescribers as part of this mailing. If you are concerned about the accuracy of the data, please discuss the issue with the pharmacy in question first since the most common explanation of an error is usually an incorrect DEA.  Once verified or disproved, please contact our Pain Medicine Management unit at the PDDI.org web site or you can call GHS at 622-1126 or 800-561-6707. An enrollment form may be obtained through the web site or GHS. The top 10% of members that persistently use the greatest number of providers and/or stores for narcotics are being carefully reviewed. In order to promote appropriate utilization and safety, these members will be strongly urged to limit their pain management to one or two providers. If their pain management remains fragmented, prior authorization may be required in order to allow potential providers full access to medication profiles. You can refer potential cases to us or if you have other concerns regarding possible diversion or misuse by your MaineCare members, please call: Timothy Clifford, Pharmacy Medical Consultant @ 622-7153 or 1-888-420-9711.

J.  MAIL ORDER

The Department would like to once again remind providers of the mail-order option that is available to MaineCare members. Prescriptions may be obtained in quantities up to a 90 day supply. Cost savings and conveniences to the MaineCare members are greater when prescriptions are written in 90 day quantities when using mail-order. 

MaineCare Mail Order Pharmacies

· I-Care Pharmacy: 
1-888-422-7319
· Walmart Mail Order: 1-800-273-3455

K.  NEXT DUR COMMITTEE MEETING 

The next DUR meeting will be held on September 11th, 2007 at OMS (442 Civic Center Drive) in Augusta. Comments on the PDL or any PA’s, either proposed or already in effect, may be made at these meetings or by e-mail, letter or phone if more convenient.  You may e-mail Bruce McClenahan, Pharmacy Unit Manager at OMS at bruce.mcclenahan@maine.gov or call 287-4018 or e-mail Timothy Clifford, MD at tclifford@ghsinc.com.
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