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RE:              Maine DUR Board meeting minutes from February 10, 2009
Dr. Barkin called the meeting to order at 6:00 p.m. Introductions were made then the floor was opened up for public comments.  


	ATTENDANCE
	PRESENT
	ABSENT
	EXCUSED



	William Alto, M.D.  Dartmouth Family Practice
	X
	
	

	Robert Carroll, R.Ph., Target Pharmacy
	X
	
	

	Timothy Clifford, M.D., Family Practice, GHS
	X
	
	

	Mike Ouellette, R.Ph.  GHS
	X
	
	

	Sydney Sewall MD, Pediatrician
	X
	
	

	Andrew Cook, M.D. Psychiatrist (DBDS) 
	
	
	X

	Amy Enos, Pharm. D. Waltz Pharmacies
	X
	
	

	Laureen Biczak DO, Infectious Disease, GHS
	
	
	X

	Lisa Wendler, Pharm. D., Clinical Pharmacy Specialist, Maine Medical CTR, Vice-Chair
	X
	
	

	Mark Braun, M.D., FACP
	X
	
	

	Jeffrey Barkin, MD Psychiatrist, Chair
	X
	
	

	Non -Voting
	
	
	

	Jennifer Cook, Pharmacy Manager, OMS
	X
	
	

	Brenda McCormick, Director OMS
	X
	
	

	Jude Walsh, Governor’s Office
	
	
	X

	Rod Prior MD, Medical Director OMS
	X
	
	


Presenters were in order of sign up. 

Guests and Guests who signed in and/or presented to the committee:

Name



Company



Speaker/Topic

Sherwanna Clarke     
         Abbott Labs


           Trilipix
Tracy Smith

         Duramed



           Seasonique/Lo Seasonique
Joe Medicis                        GlaxoSmithKline


           Promacta
Tom Algozzine

 Pfizer
                                  
            Lipitor
Public comments:

SHERWANNA CLARKE,  ABBOTT LABS (TRILIPIX): MS. Clarke presented the committee with a handout on Trilipix. Trilipix is indicated as an adjunct in combination with stating to reduce TG and increase HDL-C in patients with mixed dyslipidemia and coronary heart disease or a coronary heart disease risk equivalent that are on optimal statin therapy to achieve their LDL-C goal. Trilipix is also indicated as a monotherapy to reduce TG in patients with severe hypertriglyceridemia and to reduce elevated LDL-C , Total-C and Apo B, also to increase HDL-C inpatients with primary hyperlipidemia or mixed dyslipidemia. No increment benefit of Trilipix on cardiovascular morbidity and mortality over and above that demonstrated for statin monotherapy has been established. Trilipix dosage is administered as a single daily dose. The recommended dose of Trilipix is 135 MG in adult patients with diagnosis of mixed dyslipidemia and primary hyperlipidemia. The recommended dosage ranges from 45 mg to 135 mg per day for adults with dx of severe hypertriglyceridemia and should be individualized and adjusted based on patient response. An initial dose of 45 mg per day is recommended for pts with dyslipidemia who have mild to moderate renal impairment and dose should only be increased after evaluation of the effect of the renal function and lipid levels at this dose. The drug's clinical efficacy was discussed. Ms Clarke stated that there were three randomized double blind 12 week multicenter phase III trials done to test the safety and efficacy of Trilipix with one of three statins. The primary efficacy endpoints for the studies were the mean percent changes from baseline HDL-C, TG’s and LDL-C. Ms Clarke stated that statistically significant differences were observed for all three primary efficacy comparisons for Trilipix co-administered with both low and moderate dose statins. Ms Clarke summarized that despite LDL lowering with statin treatment, residual risk remains, some of which may be modifiable. Beyond the priority of LDL-C lowering the NCEP ATP III guidelines acknowledge the importance of non HDL-C and set explicit targets for its treatment. Trilipix is the only fibric acid derivative extensively studied and FDA approved for combination use with statins.
TRACY SMITH, PHARM D, DURAMED (Seasonique/LoSeasonique): Ms. Smith presented the committee with a clinical overview of Seasonique(Levonorgestrel/ethinyl estradiol tablets) and LoSeasonique(Levonorgestrel/ethinyl estradiol tablets). Seasonique is FDA approved for the prevention of pregnancy in women who elect to use OC’s as a method of contraception. It is administered as a 91 day extended cycle regimen consisting of 84 days of a combination oral contraceptive followed by seven days of 0.01 mg EE (ethinyl estradiol) tablets resulting in four withdrawal bleeding episodes annually.  The traditional 21/7 oral contraception regimen is not based on medical necessity and recent studies suggest that many women prefer fewer scheduled menstrual periods.  Modification of the typical hormone-free interval by supplemental with 0.01 mg of EE has been reported to increase follicular suppression. In a study conducted by Duramed mean hormone level during the typical hormone free interval demonstrated greater and more persistent ovarian hormonal suppression in women receiving 0.01MG of EE compared to placebo, this was evidenced by attenuation of increases in serum inhibin-B, follicle-stimulating hormone (FSH) and estradiol levels. Seasonique studies have shown that extended OC cycles reduces hormone withdrawal symptoms such as headache, bloating and dysmenorrheal. Ms Smith stated these symptoms are reported to occur with greater frequency during the hormone-free interval with typical OC’s.  Ms Clarke stated that US health care costs for unintended pregnancies is one of the most expensive categories and places a burden on the health care system.  She discussed the comparison of a standard 28 day OC regimen and a three month regimen. Ms Clarke stated the extended regimen appeared to be associated with significant societal and patient cost savings.  Contraindications for Seasonique are the same as other combination OC’s. LoSeasonique is a lower dose 91 day extended regimen version of Seasonique containing 84 days of 150 mcg levonorgestrel and 30mcg EE (ethinyl estradiol) followed by seven days of 10mcg EE alone or with a placebo. 28 day 
JOE MEDICIS, GLAXOSMITHKLINE ( Promacta): Mr. Medicis stated Promacta (Eltrombopag) has been FDA approved for the treatment of thrombocytopenia in patients with chronic immune (idiopathic) thrombocytopenic purpura (ITP) who have had an insufficient response to corticosteroids, immunoglobulins or splenectomy. The indication is based on data from two clinical studies were done to establish safety and efficacy of use.   Both studies of eltrombopag demonstrated a statistically significant result in platelet count response rate.  Promacta is an oral, non-peptide thrombopoietin receptor agonist that has been shown in pre-clinical research and clinical trials to stimulate the proliferation and differentiation of megakaryocytes, the bone marrow cells that give rise to blood platelets. The recommended daily dosage is 50mg once a day. There is a potential risk of hepatoxicity therefore hepatic lab values ashould be measured bi weekly. Mr Medicis requests that the drug be considered for PDL preference.
TOM ALGOZZINE, PFIZER (Lipitor): Mr. Algozzine  presented a product comparison table handout to the committee in which a comparison of statins was done. Mr Algozzine discussed the differences between the statin class compared to Lipitor.  Lipitor is indicated  to reduce the risk of myocardial infarction (MI), revascularization procedures, angina, and stroke in adult patients with multiple risk factors but without clinically evident coronary heart disease (CHD); to reduce the risk of MI and stroke in patients with type 2 diabetes and without clinically evident CHD, but with multiple risk factors; to reduce the risk of nonfatal MI, fatal and nonfatal stroke, revascularization procedures, hospitalization for congestive heart failure (CHF), and angina in adult patients with clinically evident CHD. Mr. Algozzine discussed the drug interactions, indications and muscle and hepatic precautions between the statins.
Old Business:

Dr Barkin asked members to review the draft meeting notes for January. Dr Barkin asked for motion to approve meeting minutes. Motion was made to approve the January meeting notes with modifications. Board members present voted all in favor

Psych Work Group Monthly Update. 

Dr. Barkin discussed metabolic monitoring initiative for patients on Atypical Antipsychotic.  Medical chart education rollout in experimental counties within three months. GHS will send out education materials and look at the monitoring guidelines. A PA process will be created to track adherence.

Psych group requested that GHS fully explore Abilify pill splitting issues (theoretical versus actual).
Dr Braun requested a look at utilization  of Haldol and  other typicals in children. 

New business:

WIC/ Baby Formula – table until March meeting
Board reviewed and voted on all of the new drugs for PDL status placement of each new drug detailed below: 
Aczone: Indications and Usage:  Topical treatment of acne vulgaris. This is a pregnancy category C medication. The safety and efficacy for use in children has not been established in children less than 12 years of age. Dosage Forms:   30gm tube containing 5% dapsone gel (3mg professional sample tube also available) Recommended Dosage: Apply pea-size amount of gel in thin layer to acne affected areas twice daily. Reassess treatment after 12 weeks if no improvement is seen. Contraindications:    Hypersensitivity to active ingredient or any component of the compound – Recommended PDL status non preferred (Board vote: All in favor)

Apriso:  Indications and Usage:   Maintenance of remission of ulcerative colitis. Apriso® is a pregnancy category B medication. The safety and efficacy of using in children has not been established. Recommended Dosage:   Four capsules (1.5gm) by mouth once day. Since renal impairment, and rarely renal failure, has been reported with mesalamine containing products, including Apriso®, it is recommended that renal function be evaluated prior to use and periodically throughout use with Apriso®. Use with caution in those with prior history of renal dysfunction or current renal impairment. Hepatic failure has been reported with use of mesalamine in those with pre-existing liver disease. Use with caution in those with liver disease. Contraindications:   Hypersensitivity to salicylates, aminosalicylates, or any component of the compound. Many mesalamine therapies already preferred on PDL.-Recommended PDL status non preferred (Board vote: All in favor)
Banzel: Indications and Usage:  Adjunctive treatment of seizures associated with Lennox-Gastaut syndrome (LGS).  Banzel® is a pregnancy category B medication. The safety and efficacy of using in children under the age of 4 year of age has not been established.  Dosage Forms:  Tablets: 200mg, 400mg. Tablets are scored and thus can be cut in half or crushed. Recommended Dosage:  Adults: 400-800mg per day in two equally divided doses, to reach a maximum of 3200mg per day.  Children: Initiate at 10mg/kg/day given in two equally divided doses. Increase dose by 10mg/kg every other day to target dose of 45mg/kg/day or 3200mg. Dose adjustment is not required for those with renal impairment; however, it may be considered in those on dialysis. Although use in hepatic disease has not been studied, it is recommended to be used with caution in those with mild to moderate impairment.  Contraindications:   In patients with familial short QT syndrome. Expect PA to confirm LGS diagnosis and that patient is still poorly controlled after trials of several effective agents including valproate, Lamictal, Topamax and/or Felbatol- Recommended PDL status non preferred (Board vote: All in favor)
Nplate: Indications and Usage:  Treatment of thrombocytopenia in patients with chronic immune (idiopathic) thrombocytopenia purpura (ITP) who have had an insufficient response to corticosteroids, immunoglobulins, or splenectomy. Nplate® does not have pregnancy data based on human use, only animal data, which shows may cause fetal harm. Nplate is a pregnancy category C medication. Enroll patients in the Nplate® pregnancy registry at 1-877-Nplate1 if used during pregnancy. The safety and efficacy of using Nplate® in children has not been established.  Dosage Forms:  Single-use vials for subcutaneous injection: 250mcg, 500mcg.  Recommended Dosage:  Initial dose of 1mcg/kg subcutaneously (SC) once weekly, titrating as necessary to maintain platelet count of ≥50 x 109/L to reduce risk of bleeding to a maximum of 10mcg/kg SC once weekly.  If platelet count is >400 x 109/L then do not dose, and discontinue after 4 weeks with no increase in platelet count. No studies have been performed in those with renal or hepatic impairment; therefore, use with caution in this population. Contraindications:   None per prescribing information. - Recommended PDL status non preferred (Board vote: All in favor)
Promacta: Indications and Usage:  Treatment of thrombocytopenia in patients with chronic immune (idiopathic) thrombocytopenic purpura (ITP) who have had an insufficient response to corticosteroids, immunoglobulins, or splenectomy. Promacta® is a pregnancy category C medication. The safety and efficacy of using in children has not been established.  Dosage Forms:  Tablets: 25mg, 50mg. Recommended Dosage:  Initiate dose at 50mg once by mouth daily on an empty stomach, either 1 hour before or 2 hours after a meal. Titrate dose as necessary to maintain a platelet count of ≥50 X 109/L to reduce risk of bleeding to a maximum of 75mg daily. If no increase in platelet count is seen after 4 weeks, discontinue therapy. Reduce dose to 25mg daily in those with moderate to revere hepatic impairment, and titrate as needed. The use of Promacta® in those with renal impairment has not been studied; thus use with caution.  Contraindications:   None reported in prescribing information - Recommended PDL status non preferred (Board vote: All in favor) but preferred over Nplate if indication present.
Sancuso: Indications and Usage:  Prevention of nausea and vomiting in patients receiving moderately and/or highly emetogenic chemotherapy regimens of up to 5 consecutive day’s duration. Sancuso® is a pregnancy category B medication. The safety and efficacy of using in children has not been established. Dosage Forms:  52 cm2 transdermal system (patch) containing 34.3mg of granisetron. Releases 3.1mg of granisetron per 24 hrs for up to 7 days. Recommended Dosage:  One patch (transdermal system) should be applied to upper outer arm at least 24 hours before chemotherapy and may be worn up to 48 hours max before chemotherapy.  The patch should be removed a minimum of 24 hours after completion of chemotherapy but up to 7 days. Apply patch to clean, dry, intact healthy skin. The patch should not be cut and should be applied once the pouch has been opened. The use of Sancuso® in those with hepatic or renal impairment has not been studied.  Contraindications:   Hypersensitivity to granisetron or to any other component of Sancuso®. Ondansetron much more cost-effective. - Recommended PDL status non preferred (Board vote: All in favor)
Trilipix: Indications and Usage:  (1) Used in combination with a statin to reduce TG and HDL-C in patients with mixed dyslipidemia and CHD or a CHD risk equivalent who are on optimal statin therapy to achieve their LDL-C goal; (2) As monotherapy to reduce TG in patients with severe hypertriglyceridemia; (3) As monotherapy to reduce elevated LDL-C, Total-C, TG and Apo B, and to increase HDL-C in patients with primary hyperlipidemia or mixed dyslipipemia. Trilipix® is indicated for use after an appropriate lipid-loweing diet is in place.  Trilipix® is a pregnancy category C medication. The safety and efficacy of using in children has not been established.   Dosage Forms:  Capsules, delayed-release: 45mg, 135mg.  Recommended Dosage:  45-135mg once daily, taken with or without food. May be taken concomitantly with statins. Use has not been studied in those with hepatic impairment. Use should be avoided in those with severe renal impairment. Dose adjustment to 45mg once daily is required in those with mild to moderate renal impairment.  Contraindications:   Severe renal dysfunction, including patients receiving dialysis, active liver disease, gallbladder disease, nursing mothers. Tricor currently preferred. 

- Recommended PDL status non preferred (Board vote: All in favor)
Xenazine: Indications and Usage:  Treatment of chorea associated with Huntington’s disease. Xenazine® is a pregnancy category C medication. The safety and efficacy of using in children has not been established.  Dosage Forms:  Tablets: 12.5mg, 25mg.  Recommended Dosage:  The dose should be individualized, starting at 12.5mg once in the morning, then 12.5mg BID. If a dose of 37.5 to 50mg is required, it should be given as TID, with the maximum single dose being 25mg and the maximum daily of 100mg. Patients requiring doses greater than 50mg daily should be genotyped for CYP2D6. Use in those with liver disease is contraindicated. The effect of use in renal impairment has been evaluated.  Contraindications:   Those who are actively suicidal or those with untreated or inadequately treated depression, in those with impaired hepatic function, with those taking monoamine oxidase inhibitors or reserpine. - Recommended PDL status Preferred with conditions of proof of diagnosis and absence of inadequately treated depression/suicidal (Board vote: All in favor).
Adjournment

7:55  Meeting adjourned by Dr. Barkin. Next meeting date 3/10/2009  the agenda will include drug utilization reviews and smoking cessation discussions
Caring..Responsive..Well-Managed..We are DHHS.
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