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PHARMACY BENEFIT UPDATE
WINTER, 2007 Issue

	  Preferred Drug List News


A. MEDICARE PART D REMINDERS:

Hopefully, it appears that Medicare Part D is working better this year than last. The State continues to assist members in choosing plans that best fit their needs and provides extensive financial assistance to both MaineCare dual eligibles and DEL members enrolled in Part D. The State has contributed over $25 million so far to defray the drug expenses of dual and DEL members. First, the State is providing “wrap” coverage of some drugs excluded from the Medicare D drug benefit, most notably the benzodiazepines. The State also is paying half the brand drug co-pays for Medicare/Medicaid dual eligibles, 50% or up to $10 per brand script for DEL members and up to $2 per generic script for everyone. This universal co-pay assistance is reducing confusion and has encouraged pharmacists to routinely submit every Part D script to the State. Furthermore, the State is picking up 50% of the deductible for DEL members and automatically re-enrolls them in the DEL drug program if and when they hit the “donut hole”, the point where the Part D drug benefit ceases, exposing enrollees to potentially thousands of dollars of drug costs. Finally, Maine is spending millions of dollars on providing premium payment assistance to DEL members as well. The number of plans for the DEL members has been reduced from nine to four. These plans represent the best combination of maximal preferred drug choices, affordability, quality of care, and member responsiveness. Although fewer members were reassigned this year, the State has increased the help desk staffing to optimize the handling of member inquiries. If a pharmacy is unable to obtain permission from a Part D plan to dispense a prescription, it may seek coverage from the State. If a member has been denied a critical drug by a PDP, the State will cover the drug in the interim while assisting the store, physician and member in their efforts to have the adverse determination over turned. The Legal Services for the Elderly has agreed to assist the State in the matter of contesting adverse decisions and obtaining expedited determinations. 

Here are some resources to help you and the State to assist the Part D members in getting over this hurdle:
General Part D questions: State Pharmacy Help Desk 866-796-2463

Expedited Part D PA determination issues with plans:  Legal Services for the Elderly 877-774-7772

Part D PA Appeals assistance for Medicare/Medicaid members (DUAL eligibles) and 

DEL members: Legal Services for the Elderly 877-774-7772

As part of the State’s contracting process with 2007 Medicare D Prescription Drug Plans, we have obtained detailed Prior Authorization criteria and forms for each of the five contracted plans. You may access these after March 15th through the following link to the MaineCare 
PDL website  http://www.mainecarepdl.org/index.pl/home/medicare-part-d/medicare-part-d-information. If you have specific questions regarding interpretation of these criteria, you may contact the “Appeals and Exceptions” unit of Legal Services for the Elderly at 1-877-774-7772 or the plan itself.

B. DRUG-DRUG INTERACTIONS: DRUG COMBINATIONS REQUIRING PA  
The DUR committee has begun to review the most frequently used medication 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, the following are the ones being seen most frequently:
1. Carbamazepine with atypical antipsychotics and Clozapine

2. Gemfibrozil with Prandin, Avandia, Actos, or Avandia/Actos combo products
3. Sulfonylurea's(except glyburide) with ranitidine and cimetidine 
4.  Amaryl(glimepiride) with fluconazole and fluvoxamine
C.   MULTIPLE CONCURRENT ANTI-PSYCHOTICS: POLYTHERAPY EDITS 
The Department has implemented the recommendations of the Psychiatric Work Group to reduce the therapeutic duplication of antipsychotics and excessive/insufficient dosing of antipsychotics. This means that there will continue to be open access to all antipsychotics, but the concurrent use of two or more atypical agents will be blocked, unless one is clozapine.  Members can be tapered off the second antipsychotic over a period of up to 60 days without a prior authorization being required, as long as it is evident by seeing a lower dose in the drug profile is being reduced in dosage. There is a specific PA form (Multi-Antipsychotic PA form # 20440) located on the website for poly-antipsychotic requests. There are also maximal dose edits in place for all of the atypical antipsychotics.
D.  MAJOR CHANGES TO THE PDL 

 Drugs With Change in PDL Status
	Newly Preferred
	Newly Non-preferred
	PA criteria

	Exubera (inhaled insulin)1
	Azilect (rasagiline)
	Fail carbi/levodopa, selegiline, Comtan, Stalevo.

	Prezista 2
	Zelapar (selegiline)
	Fail selegiline, Comtan, Stalevo. Adjunct to carbi/levodopa.

	
	Cesamet (nabilone)  
	Chemo-induced nausea/vomit, fail preferred anti-emetics including 5-HT 3 class (Zofran, Emend) and Marinol.

	
	Emsam (selegiline)
	Fail a preferred SSRI, a preferred non-SSRI, and an SNRI. For atypical depression, fail trial selegiline.

	
	Eraxis (anidulafungin)
	Will grant approval to finish off hospital course of rx.

	
	Iplex (mecasermin infabate)
	Ht SD<=3.0, Basal IGF-1 SD<=3.0, Normal GH level

	
	Januvia (sitagliptin)
	Fail (and/or contraindication to) all preferred diabetic therapies. Have reached the maximum dose of metformin (at least 2000 mg); and maximum dose of thiazolidinedione (TZD’s: Actos, Avandia, Avandaryl, Actosplus Met, Avandamet for a minimum of 3 months prior to initiation of Januvia), and HgbA1c above optimal range, and not on insulin.

	
	Noxafil (posaconazole)
	Immunosuppressed/HIV or fail 7 days preferred antifungal therapy.

	
	Sprycel (dasatinib)
	Verify diagnosis and failure of Gleevec.

	1.  Exceptions apply- Preferred if on insulin or on two first line oral drugs, and they are not on nicotine replacement, and they are not on an asthma or COPD medication; and patient needs to be greater than or equal to 18 years old. 2. Preferred if ritonavir in profile.


E. LANTUS AND LEVEMIR UTILIZATION DATA
A thorough analysis of the MaineCare basal insulin prescription data has failed to show any significant population differences in average daily basal insulin requirements between Lantus and Levemir. Lantus was first made non-preferred to new starters on April 1, 2006. Beginning July 1, 2006, most established Lantus users were required to switch over to Levemir (unless a PA was approved or unless the prescriber was a diabetologist). Finally on October 1, 2006, the established Lantus users of the Lantus specialist prescribers began their switch to Levemir.

The preliminary data showed no significant differences in average daily basal insulin dose between Lantus and Levemir (0.58 ml per day or 58 units per day). See Table 1. There was also no difference in average number of needles used per day ( a proxy measure for QD vs BID dosing). See Table 2. This analysis was presented to the DUR Committee, which then requested additional data on age bands, dosing bands and specialist prescribers. The age band data did not show any consistent differences. Two age bands went up on average daily basal insulin dose with Levemir while two age groups went down. See Table 3. The specialist data was interesting. The average daily basal insulin dose declined (52.8 U/day to 50.1 U/day) with a switch to Levemir in the patients managed by the endocrinologists/diabetologists while it went up slightly in the patients managed by all other providers (59.1 U/day to 60.2 U/day). See Table 4. This difference may be related to two factors. First, the specialist may have been more cautious in dosing during the switches and second, their patient switches occurred three months later so there was relatively less Levemir data for their patients. We corrected for this as much as possible but allowing a few more months of utilization data to accumulate before 
repeating the analysis is probably the best course to pursue. Finally, there are the average daily dosing bands in Table 5. This allows you to see how many Lantus users went up, down, or remained at roughly the same daily dose. In total, 62% of all Lantus patients remained within 10%+/- of their original daily basal insulin dose after the switch to Levemir. The lower dose Lantus patients (< 50 units/day) were more likely to acquire a higher dose of Levemir after the switch while the higher dose Lantus patients (>= 50 units/day) were more likely to have a lower Levemir dose.  In all, of the 306 Lantus switchers that experienced a significant change in daily dose, 137 moved upward (45%) while 169 moved downward (55%).
MaineCare DUR
Analysis on Lantus and Levemir Users

Based on Medicaid Paid Non-reversed Claims for Lantus and Levemir with Rx Dates since 01/01/2006
Table 1

Lantus
	Basal 
	Insulin
	Analysis
	
	

	Time 
	Quantity
	Days Supply
	 Qty/ds 
	Users

	2001
	16,364
	26,770
	0.61
	446

	2002
	101,442
	162,089
	0.63
	1,436

	2003
	196,595
	312,893
	0.63
	2,330

	2004
	270,494
	434,375
	0.62
	3,043

	2005
	340,549
	561,053
	0.61
	3,662

	2006
	224,174
	383,667
	0.58
	3,205


Levemir
	Basal
	Insulin
	Analysis
	
	

	Time 
	Quantity
	Days Supply
	 Qty/ds 
	Users

	2006
	58,212
	100,958
	0.58
	1,355


Table 2
	Diabetic Needles- All Diabetic Insulin Users
	
	Lantus Users
	Levemir Users

	Time
	Quantity
	Qty/ds (needles)
	Qty/ds (needles)
	Qty/ds (needles)
	Qty/ds (needles)

	Q1-2005
	608,805
	2.02
	
	2.02
	

	Q2-2005
	608,145
	2.05
	
	2.05
	

	Q3-2005
	610,037
	2.04
	
	2.04
	

	Q4-2005
	639,262
	2.07
	
	2.07
	

	Q1-2006
	483,098
	2.08
	2.21
	2.08
	2.21

	Q2-2006
	509,025
	2.10
	2.11
	2.10
	2.11

	3-2006
	508,616
	2.07
	2.09
	2.07
	2.09

	Q4-2006
	465,784
	2.06
	2.08
	2.06
	2.08


Table 3




Stats by Age Group
Lantus Users
	Age_Group
	N_of_Users
	N_of_Rx
	N_Days_Supply
	N_of_Units
	Avg_N_of_Units_per_Day_Supply

	0 - 18
	258
	1,244
	34,607 
	15,140.000
	0.437

	19 - 44
	770
	3,477
	94,985 
	52,410.000
	0.552

	45 - 64
	1,277
	6,130
	163,489 
	106,309.000
	0.650

	65 +
	840
	4,268
	101,265 
	56,101.000
	0.554

	Totals:
	3,145
	15,119
	394,346 
	229,960.000
	0.583


Levemir Users
	Age_Group
	N_of_Users
	N_of_Rx
	N_Days_Supply
	N_of_Units
	Avg_N_of_Units_per_Day_Supply

	0 - 18
	171
	561
	15,927
	6,838.000
	0.429

	19 - 44
	568
	1,825
	49,992
	28,049.000
	0.561

	45 - 64
	673
	2,326
	63,802
	40,915.000
	0.641

	65 +
	63
	188
	4,644
	2,830.000
	0.609

	Totals:
	1,475
	4,900
	134,365
	78,632.000
	0.585


Table 4 



Stats by Specialty of Prescribing Providers
Lantus Users
Endocrinologists/Diabetologists (N = 20):
	Age_Group
	N_of_Users
	N_of_Rx
	N_Days_Supply
	N_of_Units
	Avg_N_of_Units_per_Day_Supply

	0 - 18
	213
	996
	27,734
	12,010.000
	0.433

	19 - 44
	95
	357
	9,553
	5,400.000
	0.565

	45 - 64
	74
	271
	8,031
	6,540.000
	0.814

	65 +
	18
	73
	2,082
	1,090.000
	0.524

	Totals:
	400
	1,697
	47,400
	25,040.000
	0.528


All Other Prescribers (N = 1182):
	Age_Group
	N_of_Users
	N_of_Rx
	N_Days_Supply
	N_of_Units
	Avg_N_of_Units_per_Day_Supply

	0 - 18
	75
	245
	6,789
	3,100.000
	0.457

	19 - 44
	691
	2,968
	81,020
	44,550.000
	0.550

	45 - 64
	1,188
	5,520
	145,784
	93,660.000
	0.642

	65 +
	751
	3,753
	89,286
	49,461.000
	0.554

	Totals:
	2,705
	12,486
	322,879
	190,771.000
	0.591


Levemir Users
Endocrinologists/Diabetologists (N = 19):
	Age_Group
	N_of_Users
	N_of_Rx
	N_Days_Supply
	N_of_Units
	Avg_N_of_Units_per_Day_Supply

	0 - 18
	139
	458
	13,057
	5,450.000
	0.417 

	19 - 44
	66
	191
	5,466
	2,915.000
	0.533 

	45 - 64
	25
	85
	2,272
	1,960.000
	0.863 

	65 +
	6
	18
	500
	350.000
	0.700 

	Totals:
	236
	752
	21,295
	10,675.000
	0.501 


All Other Prescribers (N = 720):
	Age_Group
	N_of_Users
	N_of_Rx
	N_Days_Supply
	N_of_Units
	Avg_N_of_Units_per_Day_Supply

	0 - 18
	37 
	102 
	2,840 
	1,378.000 
	0.485 

	19 - 44
	524 
	1,626 
	44,311 
	25,049.000 
	0.565 

	45 - 64
	653 
	2,231 
	61,270 
	38,845.000 
	0.634 

	65 +
	53 
	158 
	3,848 
	2,340.000 
	0.608 

	Totals:
	1,267 
	4,117 
	112,269 
	67,612.000 
	0.602 


Table 5 


Stats by Average Units per Days Supply
Users who Switched from Lantus to Levemir:

	Lantus Users
	Levemir Users- Average Units per Day

	Avg_N_of_Units_per_Day_Supply
	N of Users
	Avg_N_of_Units_per_Day_ Supply
	N of Users
	< 0.25
	0.25 - 0.49
	0.50 - 0.74
	0.75 - 0.99
	>= 1

	< 0.25
	1
	< 0.25
	3
	 
	1
	2
	 
	 

	0.25 - 0.49
	395
	0.25 - 0.49
	399
	1
	302
	60
	10
	26

	0.50 - 0.74
	228
	0.50 - 0.74
	214
	 
	73
	110
	13
	18

	0.75 - 0.99
	60
	0.75 - 0.99
	65
	 
	10
	31
	17
	7

	>= 1
	128
	>= 1
	131
	 
	9
	25
	20
	77

	Total:
	812
	Total:
	812
	 
	 
	 
	 
	 


F. PDL POTENTIAL MAJOR CHANGE – GENERIC OXYCONTIN DISAPPEARING?
For the past year the generic from of Oxycontin has been available as 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. As a result, several manufacturers have stopped producing the generic already and several others are expected to shortly follow suit. If and when this occurs, there will no longer be any generic oxycodone er available and the brand Oxycontin will continue to be non-preferred. To ease the transition, we will identify all members who had brand name Oxycontin approvals prior to the generic entry onto the market and we will insert Prior Authorization approvals into the claims system for 6-months for all of them. You will not need to submit PAs for these patients when the generic disappears. You may want to begin preferring writing for the other current first-line long acting narcotics in preparation for this eventuality. 
G.  PDL PA EXEMPTIONS
All physicians receive drug profiles quarterly showing how extensively preferred products are prescribed in the major PDL drug classes.  Physicians that prescribe preferred drugs 95% of the time receive PA exemptions within those classes for the following 3 months. These exemptions are earned by performance on a calendar quarter’s report but are not valid until two months later. This allows time for analysis and mailing. This activation occurs with the receipt of notification that is mailed out with each quarterly newsletter.  PA exemption “quarters” begin September 1st, December 1st, March 1st, and June 1st.    Physicians qualified for a total of 1,107 PDL category exemptions. 1,405 providers have an annual exemption in at least one category. The exemptions will be valid for three months – March 1 to May 31, 2007.  Providers who have earned three consecutive “quarterly” PDL exemptions automatically qualify for a one-year exemption. We are developing an aggregate exemption across several PDL categories for physicians that do not have the minimum number of patients within individual categories.

H.  PA STATISTICS

In the fourth quarter of 2006, there were 18,554 unique PA requests, 80% were approved. The top five most frequently requested drugs were duloxetine/Cymbalta (1,030), venlafaxine/Effexor (761), quetiapine/Seroquel (690), gabapentin (609) and cetirizine/Zyrtec (562). The average determination time was 3.4 hours.

I. PROBLEM NARCOTIC PATIENTS
Since the last mailing there has been a noticeable and welcome increase in narcotic referrals to the State. There are at least two good results from this, first that more problem patients are being referred for substance abuse evaluations and appropriate treatment and second that physicians assuming care for those dismissed (or fleeing) patients are fully aware of what has transpired in the past. All too often we see doctors dismiss “problem” patients from their practice without regard for the next treating provider. If the new doctor is smart, they will obtain a PMP report and insist on obtaining the medical records of all prescribers seen on the PMP report, but this can take months. In the meantime the new doctor would often find that history repeats itself. The same type of contract violations would occur and the patient would then either bolt from tighter management or be dismissed again. We have seen many records where the same patient has been dismissed from two or more different practices for the same type of transgressions. We see doctors giving patients too many second chances to straighten up. When doctors notify us of major contract violations and dismissals from care related to repeated violations, we can ensure that the next treating physician will be made aware from the start and hopefully not have to go through the same painful learning curve all over again.

As stated in the previous mailing, we hope to provide very explicit examples showing when MaineCare and/or the authorities need to be involved and exactly which branch should be contacted and how to go about doing so. The most recent meeting between the OMS’s Program Integrity staff, the State Attorneys General Office, the US Attorney’s Office, and the MDEA focused on methods that would simplify and streamline the process for reportable acts. See the excerpt below. One result is that a draft universal referral form is being developed that would allow physicians to submit the vital data to the relevant authority, depending on the circumstances of the case. OMS will next collaborate with the Office of Substance Abuse in seeking the input and involvement of the Boards and the medical associations. 
Excerpt from the Department of Professional and Financial Regulation’s Chapter 11 concerns the use of controlled substances for the treatment of pain:

“2 G. Reportable Acts: Information gained as part of the doctor/patient relationship, even if it gives knowledge of possible criminal acts, remains part of the confidential doctor/patient relationship. This needs to be contrasted with persons who use the physician to perpetrate illegal acts such as illegal acquisition or selling of drugs, etc. The physician has an obligation to deal with this behavior up to and including reporting to law enforcement. Reports from other providers, such as pharmacists and ER physicians, suggesting inappropriate or drug-seeking behavior, should be dealt with appropriately.”

MaineCare Opioid Contract –We are creating a standard MaineCare contract that is to be used for all Maine Care members being treated for more than 90 days with any opioid. This will be mailed next quarter and it will be available on the website. 

PMP Reports-  Provided below is  a section from the OSA website. It is very easy to gain rapid access to vital controlled drug data on all your patients. You can visit their site at:

http://www.maine.gov/dhhs/osa/data/pmp/pdp.htm

Paper Reports 

You can request paper reports from GHS Data Management (using the paper form you can download at the GHS PMP Page) or you can logon to the PMP Service Page again and request your paper report online. GHS will build manual reports from mailed, faxed, and electronic requests (through their portal) and return the report within 24 hours of the request being received (barring weekends and holidays).

Online Reports 

You can build your own reports online (so you have the report more quickly) once you have received your approval from GHS. Use your User Name, Password, & Electronic-signature (given in the approval notice) for the real-time portal at www.maine.gov/pmp. This portal allows registered prescribers (for patients under their care) & dispensers (for customers seeking to have a prescription filled) to enter a first name, last name, and date of birth to generate (within 5 to 10 minutes) a report of all issued prescription drugs (Schedule II, III, and IV). 
J. SUBOXONE
Daily doses in excess of 32 mg require a PA. Subutex requires a PA. Suiboxone prescriptions written by physicians without the necessary professional credentials or training required for office-based treatment of opioid-addicted patients, or that lack the special XX DEA identification number, will require prior authorization.

For physicians interested in being able to prescribe buprenorphine (Suboxone®) to their patients who are opiate addiction, 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 Maine will be held in Portland on April 14.  Go to: http://www.asam.org/BuprenorphineCME.html to sign up.

K. NARCOTIC  USER REPORTS

Narcotic user reports have been sent to 1,887 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.

L.  NEXT DUR COMMITTEE MEETING 

The next DUR meeting will be held on April 10th, 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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