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PHARMACY BENEFIT UPDATE
FALL, 2006 Issue

	  Preferred Drug List News


A. MEDICARE PART D REMINDERS:

We are approaching the end of Year One of Medicare Part D and although it may feel that things have settled down finally, it is important to warn everyone that January will once again bring disrupted care to many Mainers. Thousands will once again have to change plans and re-experience formulary shock. “Transition” plans may very well fail again. The State will assist members in choosing plans that best fit their needs and the State will continue to provide extensive financial assistance to both MaineCare dual eligibles and DEL members enrolled in Part D. 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. Beginning in 2007, 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 will be reassigned this year, the State is increasing the help desk staffing to optimize the handling of member inquiries.

The State is continuing to provide a safety net for members unable to access medically necessary pharmaceuticals. The State has already spent over $16 million to date (of which the federal government has repaid nearly $7 million) on just this facet of its’ Part D rescue effort. 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

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.

C.   MULTIPLE CONCURRENT ANTI-PSYCHOTICS: POLYTHERAPY EDITS 
The Department has accepted and 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.

D.  MAJOR CHANGES TO THE PDL EFFECTIVE JANUARY 1, 2007

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

	AMBIEN CR
	ACTONEL
	LAMISIL

	BONIVA
	ALTOPREV
	NUTROPIIN

	BYETTA1
	AMANTADINE
	VIOKASE

	CEDAX
	ARAVA
	

	DAYTRANA
	AUGMENTIN EX-600 SUS
	

	ENBREL1
	BETIMOL SOLN
	

	FOSRENOL
	CANASA SUPP
	

	HUMIRA1
	DITROPAN XL
	

	NASACORT AQ
	EQUETRO
	

	NUVARING
	EXELON
	

	PANAFIL SE
	FORADIL AEROLIZER 
	

	PEGASYS KIT
	OXSORALEN ULTRA 
	

	PEGASYS SOLN
	PREVACID SOLUTABS
	

	RAPTIVA
	RENACIDIN SOLN
	

	SANCTURA
	RIMANTADINE
	

	SINGULAIR
	TEVETEN/HCT
	

	SORIATANE CAPS
	XALATAN SOLN
	

	ZYMAR
	ZOCOR
	

	1.  Exceptions apply


E. DAYTRANA

Daytrana (methylphenidate transdermal patch) has been added to the PDL as a preferred drug for the treatment of ADHD in youth.  Originally developed for children who could not swallow pills, this patch has been tested clinically on youth from 7 to 16 years with the patch adhered to intact skin only on their hips (not waistline, since with rubbing additional absorption can occur). There are several unique pharmacokinetic characteristics about this patch.  There is an average lag time of 3.1 hours after patch application before methylphenidate (MPD) appears in the blood so parents/guardians must be early risers to ensure early am efficacy. Nine-hour application is recommended and removing the patch results in a gradual decrease in clinical efficacy.  Since "first pass" is bypassed with the patch, the peak concentrations of MPD will be nearly twice as high as those achieved with oral dosing; there is no dose equivalency between Daytrana patch and oral MPD.  An initial clinical trial of titrating increasing patch doses with assessment of clinical efficacy and adverse effects is necessary.  Further, the absorption of MPD from the patch can increase with chronic therapy that can result in overshooting the dosing requirements unless a slow careful titration is undertaken. If site sensitization occurs (papules, vesicles at site), systemic reactions can occur later if MPD is given as an oral agent. 
F. PDL MAJOR ADDITIONS/CHANGES BEING CONSIDERED

A recent MaineCare review of Suboxone and Subutex prescribing revealed several disturbing problems. Many Suboxone/Subutex patients are receiving concurrent narcotics and many former Suboxone/Subutex users reverted to their old ways and re-initiated narcotics with multiple prescribers again. The DUR Committee reviewed a number of physician letters submitted on this subject and then discussed the matter with three experienced prescribers during the November meeting. Provider data shows overall poor compliance with urine drug testing (more than 40% did not have any urine drug test, range 0-91%) for Suboxone/Subutex users. Faulty billing was postulated as an explanation and this will be explored by performing a chart audit of Suboxone patients apparently lacking urine drug tests. We will also look for contraindications, use of adjunctive resources (such as psychological) and management after repeated contract violations. The Committee will then reconsider a proposal to require prior authorization for these two drugs at the next meeting. We may end up proposing to “certify” (exempt) prescribers based on the results of the audit. New or smaller volume prescribers might need to submit 3-5 successful prior authorizations before being granted an exemption.  

In the meantime, anyone beginning therapy with these drugs will have their access to narcotics limited to the same prescriber, and only then after an adequate medical rationale is offered. All members identified as having past or current substance abuse will require participation in the Intensive Benefit Management Program, which includes having all narcotics written by a supervising physician. As part of this effort to improve appropriate utilization of narcotics, we are including a collection of clinical opioid scenarios containing practical advice on monitoring techniques and avoiding issues with these difficult to handle people.

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 1,100 PDL category exemptions. 1,383 providers have an annual exemption in at least one category. The exemptions will be valid for three months – December 1 to February 28, 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 third quarter of 2006, there were 16,321 unique PA requests, 76% were approved. The top five most frequently requested drugs were duloxetine/Cymbalta (880), cetirizine/Zyrtec (766), venlafaxine/Effexor (692), methylphenidate (580), and gabapentin (532). The average determination time was 2.6 hours.

I. NARCOTIC USE MONITORING

Maine, along with the other New England states, has a substantially higher rate of narcotic use than the rest of the country. This is also true when speaking about just the Medicaid population. For example, compare Maine with Iowa, which has a similar number of Medicaid adults. In 2006, Iowa has 1.2 narcotic scripts for every non-narcotic analgesic script. Maine has 13.4 narcotic scripts to every non-narcotic analgesic script! This helps to explain Maine’s exceptionally high opioid abuse rate.  Looking across from the other direction, Iowa had fewer than 100 Suboxone scripts in the first six months of 2006 while MaineCare had 9,000. So the good news is that we are doing well in identifying abusers and getting them into treatment. The bad news is we have not done much yet about reducing the “production” or enabling of opioid abusers. We have a narcotics problem and we need to do much more about it.

An unfortunate number of sub-optimally managed chronic pain cases were encountered during audits this fall. The majority of problems detected involved urine drug tests or the lack thereof, random pill counts and contract violations. Several physicians suggested that providing treatment scenarios concerning the above factors would be helpful. The following examples and suggested actions for consideration reflect MaineCare’s experience, philosophy and authority. They are substantially based on the Opioid Documentation Guidelines adopted and posted on the OMS website since 2001 as the MaineCare standard of care. They have also been attached to every Narcotic Prior Authorization form since then. 

Treating chronic pain is not easy and under-treating legitimate pain is a real risk. It is not practical to expect a doctor to avoid ever being duped by narcotic abuser/diverters but it is reasonable to expect that the physician will adopt a comprehensive monitoring strategy, and more importantly act appropriately once red flags or abnormal results appear. Monitoring your chronic pain patients in accordance with these scenarios will not guarantee that your life will be problem-free but it will greatly reduce the likelihood of having “issues” with the host of interested authorities including MaineCare, other insurers, the DEA, the medical boards, the Attorneys General, and the police. MaineCare will perform medical record reviews using these updated guideline scenarios as the standard.  We have met with the State Attorneys General Office, the US Attorney’s Office, the Medicare Integrity Program, the Board of Licensure in Medicine and we will soon be soliciting the input of the MDEA. 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. Use the following excerpt from the Department of Professional and Financial Regulation’s Chapter 11 concerning 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.”

In this issue, we focus on how to use several monitoring tools- Prescription Monitoring Program (PMP) reports, urine drug tests (UDT), and random pill counts (RPC). Start with the question of who should get what type of monitoring. It is not possible for any physician to intuitively know or deduce who should or should not be monitored. Relying on the appearance of aberrant (red flag) behaviors to trigger UDTs will result in substantial under-detection of illicit and unprescribed drug use. Therefore, don’t discriminate; instead monitor everyone. Once trust is earned, treat the patient accordingly, unless red flags subsequently develop. Every chronic nonmalignant pain patient should have a narcotic contract. Everyone should have at least one truly random pill count to assess compliance. Every provider should be collecting and reviewing PMP reports. MaineCare sends out its own narcotic user report every 3 months but this only shows what MaineCare has paid for, and the opioid scripts paid for in cash by the member to avoid our detection is a big hole in our mutual surveillance system. Everyone should have at least one UDT, and anyone displaying multiple red flags should continue having period testing. 

Patient Monitoring Scenarios

1. Polly Anna Goode

PMP report-confirms narcotic(s) you prescribed, no surprises

UDT results-confirms narcotic(s) you prescribed, no surprises 

RPC results- confirms use as you directed in script, no surprises

Assessment- Assuming that the recent history update is unremarkable and devoid of red flags, these monitoring results are what were expected. This is the proverbial uncomplicated “good” patient. You should periodically reassess their need for narcotics but you are on solid ground with respect to monitoring. Repeat UDT and RPC are optional but keep an eye on the PMP reports. Be leery of early refill requests and consider re-employing UDT and RPC.

2. Noah Buddy Lyon

PMP report- confirms narcotic(s) you prescribed, no surprises

UDT results- confirms narcotic(s) you did not prescribe, no valid script, big surprise

RPC results- confirms use of narcotic you prescribed as you directed in script

Assessment- This represents a contract violation. They acquired somebody else’s narcotic illegally. They will tell you they did not have access to their drug or that the drug dose you gave them wasn’t enough. What are you going to do? Is this pseudo-addiction behavior or abuse? If you are inclined to give them one more chance (and only one), then you better protect yourself here. If they say they used some of their wife’s or dying uncle’s narcotic, then make them produce that person’s prescription bottle (an empty one or there will be more trouble coming their way) or a copy of the script or pharmacy billing record and validate their relationship to your patient (prove the ”uncle” really is the uncle). If they can prove this, then warn them that it is illegal and that you will have no choice but to report it to the authorities if it ever happens again. If you can’t prove this to your satisfaction, then don’t continue prescribing narcotics to them. If it does occur a second time, report them to the MDEA. They may not act on every case but building a strong database containing these incidents is crucial to their long-term control efforts. MaineCare also wants to hear about these occurrences.  We are seeking more specific advice from the MDEA and hope to provide specific instructions and phone numbers in the winter edition. Repeat UDT and RPC are mandatory. Keep a close eye on the PMP reports

3. ‘Doc” Shopper

PMP report- confirms narcotic(s) you prescribed, and narcotics from other physicians, moderate surprise

UDT results- confirms narcotic(s) you did not prescribe, but has valid script from another physician, moderate surprise

RPC results- confirms use of narcotic you prescribed as you directed in script

Assessment- This is a contract violation unless you specifically authorized the other prescriber. Most doctors would issue a warning and allow a second chance. This would be reasonable. Depending on the timing of the last fill, and whether a second injury occurred, and if you might have been away on vacation, it might very well have been medically necessary. If it isn’t justifiable, give them the second chance but with a documented warning as to what the consequences will be of a second breach. Monitor closely with PMP, UDT and RPC. Don’t continue prescribing controlled drugs after a second violation without good company. Insist on pain specialist and substance abuse referrals. Discharge them if they do not cooperate in this approach. Refer the matter to MaineCare so they can place the patient in IBM and ensure that future providers will benefit from your experiences.

4. Mary Jane Coker

PMP report-confirms narcotic(s) you prescribed, no surprises

UDT results-confirms narcotic(s) you prescribed, and illicit substances, big surprise 

RPC results- confirms use as you directed in script, no surprises

Assessment- We see a lot of UDTs positive for cocaine and the doctor keeps writing for narcotics and fails to initiate a substance abuse evaluation. We also see a lot of marijuana reports. Illegal is illegal. A doctor is taking a huge professional and legal risk in dismissing the presence of any illicit substance, especially in the context of prescribing narcotics. This is not a matter of professional opinion, which can vary from doctor to doctor. If we see any illicit substance in a UDT, we expect either discontinuation of narcotics or extremely close supervision of narcotic use and a supporting substance abuse specialist or appropriate substance abuse therapy. We must be notified when this occurs in order to track these members regardless of where they go in the state. If they are discharged from your practice or flee therapy, it is crucial for the drug claims processing system to be aware of these people in order to warn unsuspecting pharmacists and physicians. It is our goal to persuade these people to obtain substance abuse treatment. 

5. Red Flagg

PMP report-confirms narcotic(s) you prescribed, and narcotics from other doctors, moderate surprise

UDT results-does not confirm narcotic(s) you prescribed, but does show illicit substances, and narcotics you did not prescribe, yikes! 

RPC results- does not confirm use as you directed in script, surprise

Assessment- Your worst nightmare come true. This actually happens quite frequently.  What do you do? First of all, don’t continue narcotics. They weren’t taking what you gave them. You don’t give these people a second chance at this point. You are potentially jeopardizing your medical license and DEA registration if you give them more narcotics. Diversion is extremely likely. Law enforcement needs to be involved (we will provide more specifics in next issue). They need a substance abuse referral. Even If treated with Suboxone, they still need close monitoring with PMP, UDT and RPC. MaineCare needs to be notified. If you mismanage this type of patient, MaineCare may restrict your narcotic prescribing on its members or drop you as a provider and refer you to your professional board and the other authorities. If you need advice, please call us.

Summary of MaineCare Documentation Standards of Care for Opioid Prescribing 

a. Evaluation of Patient

· Pain HX, impact on social, occupational, physical, psychological function

· Review prior diagnostic studies, consults, therapies, surgeries

      -    Review medical, psychiatric, and substance abuse HX, coexisting conditions

      -    Directed physical exam

      -    Failure of reasonable pain management choices such as PT and CBT

· Failure of at least two non-opioid adjuvant drugs to replace, reduce opioids (anticonvulsants, tricyclics, steroids, NSAID, etc.)

b. Treatment plan/objectives

-Working DX and indications for opioids

-Outline measurable outcomes (pain control, ADL’s, functional improvements)

-Informed consent on risks/ benefits of opioids

-Conditions discussed and documented within contract under which opioids will be prescribed and discontinued

c. Periodic Review

-Assess safety/efficacy of treatment (pain ratings, quality of life, side effects . . .)
-Assess compliance and evidence of misuse (clinical hx, exam, PMP, RPC, UDT etc…)

-Reassess nature of pain to confirm opioids still indicated

-Follow all requirements specified by Boards of Licensure re: opioids/ standard of care

-Periodic, random drug assays

-Referral to pain specialist if situation complex or if on high dose narcotics

-Referral to addiction specialist if HX of addiction/substance abuse

-Referral to psychiatrist/psychologist if significant psychiatric co-morbidity

UDT and RPC- Who should have it done?

Probably all chronic (over 90 days of regular daily use) opioid users in out-patient setting should have it done at least once regardless of how compliant they appear, and anyone that develops a red flag, such as high doses, multiple concurrent narcotics, early refills etc…

UDT and RPC- How do you do it?

It needs to be a surprise. You don’t call a few days in advance to schedule these. Your staff-person calls up the patient and sees how they are doing. Ask them if they could come in to the office to pick up their next script. Ask how the pills are working. Ask how many are left in the bottle. Write the numbers down. Tell them they need to come in to the office within one hour and bring the bottle with them. When they get there, collect a UDT sample and do the pill count. Check with the pharmacy. Count from when they filled the last script, not when you wrote the script. Take into account any extra pills they should have on hand because they obtained an early refill the last time (or maybe a series of early refills). If a patient happens to call during the month for an early refill you have a perfect opportunity for a UDT (but not a RPC) when they show up.

UDT: Key Points

In monitoring a chronic pain patient, the physician has the obligation to verify that the:

prescribed narcotic is being taken and that

     - no other prescribed narcotic outside the contract is being taken and

     - no unprescribed narcotic is being taken (no valid script exists for the patient) and

     - no illicit substance is being taken

You do this by periodically arranging for a random UDT. Have your staff call the patient between script fills and give them just enough time (1-2 hours) to get to the office and produce a sample. Don’t give appointments a day or two in advance! A truly random UDT is a nice opportunity to piggyback the RPC. When you get the UDT, ideally you should check the temperature and ph. Request that the lab perform its usual screen for controlled drugs and illicit substances and specifically verify the presence of all prescribed narcotics. Not infrequently, physicians see that a prescribed narcotic, often oxycodone, is not detected as expected. Standard lab tests have a lower sensitivity for semisynthetic and synthetic opioids like oxycodone, methadone and fentanyl. Confirming the presence of one of these narcotics is more difficult so it is very important to specify “no lower threshold” testing. GC/MS is the procedure usually used to identify or confirm the presence or absence of a specific drug (or metabolite). Diversion is an important concern. If several narcotics are medically necessary, it is necessary to confirm that they are all being used appropriately.

An excellent reference published by the PharmaCom Group for a better understanding of UDT is “ Urine Drug Testing in Clinical Practice”, by Gourlay, Caplan and Heit in 2004. You can find the full monograph on the web by searching for “UDT PharmaCom”.

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. We will provide additional patient management scenarios involving potential diversion and a Suboxone illustration.

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). 
Narcotic user reports have been sent to 1,966 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 January 9th, 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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