DADS/DSHS EXECUTIVE FORMULARY COMMITTEE MINUTES

January 28, 2011
The Executive Formulary Committee convened on Friday, January 28, 2011 in Conference Room 240 - CO Building 2.  The meeting was called to order by Dr. Matthews, Chair at 9:40 a.m. 

	Emilie A. Becker, M.D.
	(
	Julie Graves Moy, M.D., M.Ph. (non-voting)
	(

	Rosha Chadwick, R.Ph.
	Absent
	Nina Muse, M.D. (non-voting)
	Absent

	Jeanna Heidel, Pharm.D. (via phone)
	(
	Peggy Perry (non-voting)
	Absent

	J. Bret Hood, M.D.
	(
	Chris Adams (non-voting)
	Absent

	Jeff Matthews, M.D.
	(
	Mike Maples (non-voting)
	Absent

	Catherine Hall, Pharm.D.
	(
	Bob Burnett (non-voting)
	Absent

	Connie Millhollon, RN
	(
	Valerie Kipfer, MSN, RN (non-voting)
	Absent

	Victoria Morgan, M.D.
	(
	Jay Norwood, MSN, RN (non-voting)
	Absent

	Kenda Pittman, Pharm.D.
	Absent
	Vacant Nursing Position SLC
	

	Ann L. Richards, Pharm.D.
	(
	Vacant Center Position
	

	Bill Race, M.D. 
	Absent
	Vacant Center Position
	

	Robert L. Ward, D.O.
	(
	Vacant Center Position
	


Guests Present: Matt Stanley Pharm.D. Resident
Approval of Minutes of October 15, 2010
Dr. Richards noted one correction to the minutes.  In the Antipsychotics section of the Psychotropic Dosing Tables the statement: “Add “ID” to the maximum doses for loxapine (Loxitane®) for child and adolescents” should read: “Add “ID” to the maximum doses for iloperidone (Fanapt®) for child and adolescents.”  On a motion of Dr. Heidel, seconded by Dr. Becker, the minutes of the October 15th meeting were approved as modified.  

Conflict of Interest Disclosure Forms

Per policy, Committee members are required to submit an annual Conflict of Interest Disclosure Forms.  The Committee will review these at the next meeting.
Each individual completing a drug monograph completed their disclosure form.  There was no significant conflict of interests.
Adverse Drug Reaction Reports

The Executive Formulary Committee received numerous adverse drug reaction reports.  In the first case, a 49 year old female was admitted to a state hospital on 6/10/09 with the diagnoses of schizoaffective disorder, bipolar type and polysubstance dependence in institutional remission.  Her medical conditions include hypothyroidism, type 2 diabetes, hepatitis C, hypertension, anemia, back pain, positive PPD with history of treatment with isoniazid, constipation, leukopenia, neutropenia, thrombocytopenia, obesity per BMI, insomnia, congestive heart failure by history and cataracts.  The patient was noted to have multiple episodes of hypothermia during the current admission with the first one occurring on 2/21/10.  She was transferred to a medical hospital for treatment of her initial episode of hypothermia.  During her initial episode of hypothermia, the patient was moderately hypothyroid.  Her temperature regulation improved with normalization of TSH with levothyroxine therapy; however she has had subsequent episodes of hypothermia after TSH normalization.  During the first two episodes of hypothermia, the patient was taking two antipsychotic medications concurrently due to the refractory nature of her psychiatric illness.  It was thought that antipsychotic polypharmacy might be contributing to her hypothermia.  Olanzapine (Zyprexa®) plus fluphenazine (Prolixin®) was used June 10, 2009 through February 26, 2010; then olanzapine plus perphenazine (Trilafon®) was prescribed from March 5, 2010 through April 2, 2010.  A trial of olanzapine as antipsychotic monotherapy was attempted starting April 3, 2010.  Olanzapine was continued at 10 mg twice a day and then titrated to 10 mg three times a day on August 30, 2010.  On October 4, 2010 the dose was consolidated to 30 mg at bedtime.  The patient was noted to have episodic hypothermia during olanzapine monotherapy (temperatures ranging form 92 – 97 degrees), which was monitored by the hospital’s medical clinic.  Between December 4th and December 8th, her oral temperatures ranged from 91.7 to 97.4 degrees.  Olanzapine taper was started on December 9th to 15 mg at bedtime due to the hypothermia.  Temperatures were 90.6 to 93.1 on December 11th and 12th.  Olanzapine taper was continued to 5 mg daily on December 12th with subsequent discontinuation on December 14th.  Haloperidol (Haldol®) was started for severe psychotic symptoms on December 20th based on recommendations by the psychopharmacologist since temperature dysregulation is reported to be more likely to occur with antipsychotic medications with considerable 5-HT2A receptor antagonism (primarily atypical antipsychotic medications).  Temperature readings have improved since discontinuation of olanzapine, and initiation of low-dose haloperidol.  The patient continued on haloperidol 2 mg twice daily with no further events.  Temperature readings from December 21st through January 19th have ranged from 96.0 to 99.2 degrees.  
In the next case, a 15 year old Hispanic male was admitted on November 2nd.  His psychiatric diagnoses include psychotic disorder NOS, rule out substance-induced psychosis.  His medical conditions include positive PPD for which he began treatment with isoniazid and pyridoxine during hospitalization.  He has a history of abuse of cannabis dipped in embalming fluid.  Baseline labs were within normal limits.  Medications prior to this admission included haloperidol (Haldol®) 10 mg twice a day, benztropine (Cogentin®) 2 mg twice a day and diphenhydramine (Benadryl®) 50 mg at bedtime as needed.  Olanzapine (Zyprexa®) 10 mg/day was initiated.  Haloperidol was tapered and discontinued on December 8th due to inadequate response.  The olanzapine dose was continued with good efficacy and tolerability.  Concurrent medications included: fish oil 4,800 mg twice a day, isoniazid 300 mg in the morning, and pyridoxine 50 mg in the morning.  On January 3rd, the patient reported seeing clear fluid coming from his nipple after scratching the area.  A prolactin level was obtained on January 4th, which was elevated at 20.2 ng/ml (normal 2.1 – 17.1 ng/ml).  The patient was scheduled to be discharged the following week.  Instead of discontinuing olanzapine, the physician opted to reduce the olanzapine dose to see if this would improve improve/alleviate galactorrhea.  The olanzapine dose was reduced to 7.5 mg in the morning on January 5th.  The following morning, the patient denied any further fluid abnormalities, and did not report further episodes of lactation during admission.
A 32 year old African American male was admitted to a state hospital on July 5, 2010 with the diagnoses of schizophrenia, paranoid type and depressive disorder NOS.  The patient notes that he has been off his medication for one week and was seeing spirits across the street.  The patient had recently been incarcerated for trespassing and while in jail for three months had been treated with olanzapine (Zyprexa®) 10 mg at bedtime, although the patient reports frequently refusing the medication while in jail.  Only other treatment records available include a prior admission at the current state hospital in 2004.  For this admission, the patient was discharged on risperidone (Risperdal®) and clonazepam (Klonopin®) with psychiatric symptoms noted to be improved.  In 2004, the patient’s CBC was within normal limits.  During this admission, the patient developed severe anemia progressing to pancytopenia.  On July 6th the admission labs were:  CMP within normal limits; lipids within normal  limits except triglycerides 288 mg/dl; HDL 21 mg/dl; RPR nonreactive; TSH 4.64 mIU/L; WBC 3.3 K/mm3; RBC 4.19 M/mm3; hematocrit 39.9%; platelets 66 K/mm3; UA had a trace of hemoglobin, and G6PD was within normal limits.  The patient continued on olanzapine 15 mg/day which was changed to 20 mg at bedtime and sertraline (Zoloft®) was started.  The sertraline was changed to citalopram (Celexa®).  The patent reported a history of rectal bleeding for 2 months prior but fecal occults done were negative on July 7th and 9th.  In addition, no ova or parasites were seen.  Penicillin 500 mg four times a day was prescribed for a dental infection from July 6th through the 16th.  On July 13th, the olanzapine was decreased to 15 mg at bedtime.  On July 20th, significant anemia with thrombocytopenia was noted as his lab results showed: RBC 2.51 M/mm3; hemoglobin 8.4 g/dl; hematocrit 23.8%, RDW 16.1%; platelets 28 K/mm3; RBC morphology 1+ anisocytosis, 1+ polychromasia, 1+ rouleaux with the WBC and platelet morphology within normal limits.  At this time, his medication regimen was olanzapine 15 mg at bedtime, citalopram 30 mg at bedtime, docusate calcium (Surfak®) 240 mg at bedtime, multivitamin/minerals in the morning.  On July 21st his labwork showed: RBC 2.66 M/mm3; hemoglobin 8.9 g/dl; hematocrit 26%, RDW 15.9%; platelets 53 K/mm3; absolute eosinophils 0.7%; RBC morphology 1+ polychromasia, 1+ rouleaux with the WBC and platelet morphology within normal limits.  Olanzapine was discontinued on July 20th and citalopram was discontinued on July 22nd due to concerns of bleeding even with low platelets.  On July 23rd, an iron panel was within normal limits except ferritin was high at 1,035 ng/ml; CBC showed pancytopenia; WBC 3.5 K/mm3; RBC 2.82 M/mm3; hemoglobin 9.5 g/dl; hematocrit 27.8%; RDW 16.8%; platelets 85 K/mm3; RBC morphology 2+ hypochromasia, 1+ polychromasia, 1+ anisocytosis, with the WBC and platelet morphology within normal limits, reticulocytes high at 3.7% and corrected reticulocyte 2.3 (normal limits 0.5 0 1.5%).  Patient was placed on mirtazapine (Remeron®) and aripiprazole (Abilify®) on July 23rd.  On July 26th, WBC 3.8 K/mm3; RBC 2.99 M/mm3; hemoglobin 10.2 g/dl; hematocrit 29.4%; RDW 16.4%; platelets 123 K/mm3.  Mirtazapine and aripiprazole were discontinued on July 30th and citalopram was restarted due to patient’s request and ziprasidone (Geodon®) was added on July 30th.  Labs on August 13th showed: WBC within normal limit; RBC 3.94 M/mm3; hemoglobin 13.3 g/dl; hematocrit 38.8%; RDW 15%; platelets 62 K/mm3.  Fecal occult was negative on August 23rd.  Ziprasidone was discontinued on August 26th due to the patient reporting that he will be non-adherent with therapy after discharge and paliperidone (Invega®) was tried for four days and discontinued due to the patient reporting unspecified intolerance.  The patient was placed on aripiprazole and continued on this medication until discharge with no recurrence in severe pancytopenia; however his platelets continue to be slightly low with the last report showing 117 K/mm3.
A 46 year old developmentally disabled female decompensated suddenly, exhibiting loud, pressured speech, restless hyperactivity and no sleep for two days.  Outpatient medications were lithium 900 mg/day, carbamazepine (Tegretol®) 800 mg/day, buspirone (BuSpar®) 30 mg/day, metoprolol extended release (Toprol XL) 50 mg/day.  On February 1st, she was admitted to the crisis stabilization ward of an inpatient psychiatric hospital.  Lithium was increased but deemed ineffective and was discontinued.  Divalproex (Depakote®) was started.  Quetiapine (Seroquel®) was added but didn’t help so the patient was started on risperidone (Risperdal®) 2 mg twice a day.  The patient received approximately seven prns of haloperidol (Haldol®) 5 mg and lorazepam (Ativan®) 1 mg for agitation.  Visitors from her community mental health center noticed that as her stay progressed, she began moaning loudly and rhythmically and speaking less and less.  She refused to let staff walk her and when they tried, she slumped onto the floor where she would writhe without purpose.  On February 27th, she was transferred to another inpatient psychiatric hospital.  Her medications upon transfer were risperidone 2 mg BID and divalproex ER 1,000 mg at bedtime.  She remained mute except for rhythmic moaning but was yelling and agitated during the night of February 17th.  She received three separate injections of olanzapine (Zyprexa®) 10 mg.  On February 18th, the divalproex ER was increased to 1,500 mg/day and the risperidone was increased to 6 mg/day.  Clonazepam (Klonopin®) 2 mg TID was started along with a prn of lorazepam 2 mg IM every 6 hours.  On February 19th, she managed to communicate pain in her left lower back.  From February 19th through March 4th, she was hospitalized at a local medical hospital.  She continued to moan and was agitated.  She was unable to swallow and was not eating and drinking.  Risperidone was discontinued and a PEG was inserted.  She had therapeutic levels of both lithium and divalproex and quetiapine was added.  She developed a mild aspiration pneumonia which was treated with amoxicillin/clavulenic acid (Augmentin®).  On February 26th, all of her psychiatric medications were discontinued because she was not alert.  On March 4th, risperidone 2 mg/day, divalproex 1,000 mg and clonazepam 6 mg/day were started and she was transferred back to the psychiatric facility.  Between March 5th and 8th, she was described as being calm and alert.  She remained non-verbal but would make eye contact with her psychiatrist.  On March 8th, she was observed having difficulties with swallowing.  Risperidone was discontinued, divalproex was raised to 1,500 mg/day and benztropine (Cogentin®) 4 mg/day was started for EPS/dysphagia.  On March 9th metoclopramide (Reglan®) 20 mg/day was added for emesis.  On March 10th, aspiration was suspected and amoxicillin/clavulenic acid was restarted.  Olanzapine 10 mg IM was administered for yelling.  On March 11th, she was agitated, rigid and constantly moaning.  She was thought to have severe EPS.  The metoclopramide was discontinued and bromocriptine (Parlodel®) 2.5 mg/day was started. She was restarted on metoprolol 100 mg/day, lithium 600 mg/day and valproic acid (Depakene®) was increased to 2,000 mg/day while the clonazepam was changed to lorazepam 8 mg/day.  On March 12th, the patient was diagnosed with catatonia due to immobility, peculiarity of movement and speech (moaning, staring gaze fixation, mutation), negativism (marked resistance to movement of arms at elbows, refusal to eat and swallow), withdrawal from all usual activities, dysphagia, and hyperkinetic reflexes.  The bromocriptine and antibiotic were discontinued.  She was started on zolpidem (Ambien®) and slept well.  On March 13th, she was yelling and trying to roll out of bed.  Lorazepam prn was ineffective.  The OD prescribed olanzapine 10 mg.  On March 15th, her moaning was noted to be continuous and almost rhythmic.  Her father mentioned that she had a history of having severe reactions to haloperidol.  The lorazepam was increased to 12 mg/day and an order was written to avoid antipsychotics.  On March 16th, she slept six straight hours and then woke up and repeatedly asked for water and wanted to go outside.  On March 18th, she returned to being non-verbal, moaning loudly, moving constantly, not sleeping much at night.  On March 19th, she had a cough and was still moaning and moving constantly, which was leading to red abrasions on her back.  She was thought to have aspirated and was restarted on amoxicillin/clavulenic acid.  Lithium was increased to 800 mg/day.  She was also noted to be posturing (held left arm in the air for 15 minutes) and displaying sustained dystonias.  Benztropine 1 mg IM was ineffective.  On March 20th, metoprolol was increased to 200 mg/day and bromocriptine was restarted for dystonia.  The antibiotic was changed to penicillin.  Clonazepam was added as well.  On March 22nd, the patient was still moaning and posturing, limited sleep and significant papillary anisocoria.  The patient had diarrhea but no vomiting or tremor.  The penicillin was stopped, lithium held and a repeat lithium level was ordered.  The patient was transferred to an academic teaching facility for neurologic and psychiatric care.  The patient was at this facility from March 22nd through April 2nd.  The patient received supportive care during this time.  She was diagnosed with diabetes insipidus from lithium and was treated with DDAVP.  The doctor recommended that she not receive any further lithium treatment.  Diphenhydramine was used to treat her catatonia.  The patient was restarted on carbamazepine and was returned to the inpatient psychiatric hospital where she was eventually discharged on carbamazepine and clonazepam.
New Drug Applications

(Please refer to Attachment A for the monograph and application that was considered when determining action by the committee.)

rufinamide (Banzel®) - presented by Dr. Richards (developed by Gabriel Aguilar, Pharm.D. Student; reviewed by Regina Tabor, RPh)

Rufinamide is a triazole derivative in which the exact mechanism of action is unknown.  In vitro, it limits the firing of sodium dependent action potentials by prolonging the inactive state of the sodium channels.  This induces anticonvulsant effects.  It is indicated for seizures associated with Lennox-Gastaut syndrome as an adjunct.  For children older than 4 years old, the initial dose is 10 mg/kg/day in two equal doses.  The dose is increased every other day by 10 mg/day/day with a target dose of 45 mg/kg/day or 3,200 mg/day (lower of the two) divided in two equal doses.  In adults, the initial dose is 400 – 800 mg/day divided in two equal doses.  It is increased every two days by 400 – 800 mg.  The maximum dose is 3,200 mg/day in two equal doses.  Dosing adjustments are not required in renal impairment.  For mild to moderate hepatic impairment caution is advised.  Rufinamide is not recommended in severe hepatic impairment.  Hemodialysis may reduce the drug concentration by approximately 30%.  Rufinamide is contraindicated with a family history of short QT syndrome.  Rufinamide may increase the risk of suicidal thoughts or behaviors so monitoring is recommended.  Due to the shortening of the QT interval; caution is recommended in patients taking other medications that shorten the QT interval.  Food will increase absorption so rufinamide should be taken food.  
Following discussion, on motion of Dr. Ward, seconded by Dr. Becker, the request to add rufinamide (Banzel®) to the formulary was approved.  The Formulary Drug Check List was completed.  
Ibandronate (Boniva®) intravenous - presented by Dr. Hall (developed by Dr. Marla Knight and Dr. Hall)
Ibandronate is a bisphosphonate.  It inhibits bone resorption (bone loss) via actions on osteoclasts or on osteoclast precursors.  Bisphosphonates decrease the rate of bone resorption, leading to an indirect increase in bone mineral density.  After administration, ibandronate is either rapidly absorbed by the bone or excreted into the urine.  Ibandronate IV is indicated for the treatment and prevention of osteoporosis in postmenopausal females.  The dose is 3 mg IV every 3 months.  It is administered in a 15 to 30 second bolus and should not be mixed with calcium-containing solutions or other drugs.  If a dose is missed, ibandronate injection should be given as soon as it can be rescheduled.  No dose adjustment is necessary in patients with hepatic impairment.  For patients with mild or moderate renal impairment where creatinine clearance is ≥ 30 ml/min, no dose adjustment is necessary.  It is contraindicated in patients that have a hypersensitivity to ibandronate or any component of the formulation and in patients with uncorrected hypocalcemia.  Ibandronate IV is available in 3 mg/3 ml single-use prefilled 5 ml glass syringe.
Following discussion, on motion of Dr. Hood, seconded by Dr. Heidel, the request to add ibandronate (Boniva®) IV to the formulary was approved.  The Formulary Drug Check List was completed.  
Psychotropic Consent List

The Psychotropic Consent list was reviewed.  Changes were made to the antipsychotic listings.  Lurasidone (Latuda®) was added as a non-formulary agent and olanzapine pamoate (Zyprexa® Relprevv®) was changed from non-formulary to reserve.  Molindone (Moban®) is no longer being manufactured.  However, some facilities still have the product in stock, so “no longer manufactured” was added to molindone.  The Psychotropic Consent List was approved as modified.
Possible TAC Change

The Committee is still pursuing the option of changing the TAC regarding the requirements for the completion of an evaluation for movement disorders for typical and atypical antipsychotics.  At this time, a Work Group has not been formed.

Product Defect – risperidone ODT (Par)
The Austin State Hospital Pharmacy Department received a complaint from a nurse that risperidone ODT 2 mg by Par Pharmaceuticals was not dissolving rapidly.  In this case, a patient held a risperidone ODT 2 mg in her mouth for 15 minutes and it failed to dissolve completely.  The patient reported that this problem did not occur with the Patriot’s brand of risperidone ODT 2 mg.  In order assess dissolution properties of various products, a pharmacist placed the ODT formulations of olanzapine (Zyprexa®) Zydis™ 5 mg, risperidone ODT 2 mg by Par, risperidone ODT 3 mg by Patriot and risperidone ODT 3 mg by Par in their own glass of water.  The olanzapine Zydis™ 5 mg tablet and the risperidone ODT 3 mg by Patriot both dissolved rapidly and evenly within 5 seconds with no large particles observed.  The risperidone ODT 2 mg and 3 mg by Par took well over 90 seconds before they even started to dissolve and required swirling of the glass resulting in large particles being suspended.  The State Hospital returned its entire inventory of Par brand of risperidone ODT and purchased Patriots brand.  The FDA was notified of this problem through submission of the MedWatch form.
Drug Deletion

At the previous meeting it was recommended that ipecac syrup be deleted from the Formulary.  No responses were received from the field; therefore ipecac syrup will be deleted from the Formulary.
New Dosage Strengths

It was recommended to add bimatoprost (Lumigan®) 0.01% ophthalmic, warfarin (Coumadin®) 6 mg and zinc sulfate 220 mg tablet to the Formulary.  On a motion of Dr. Morgan, seconded by Dr. Becker, the recommendation to add these dosage strengths to the Formulary was approved.

Olanzapine pamoate (Zyprexa® Relprevv™) Review

Olanzapine pamoate was added to the Formulary about six months ago.  Since it was a newly marketed drug, the Committee is reviewing its adverse drug reactions and medication errors within the agencies.  Dr. Richards contacted the pharmacy directors to obtain this information.  It appears that olanzapine pamoate has had limited use within the State Hospitals and State Supported Living Centers.  None of the facilities could report any adverse drug reactions or medication errors.  Ms. Millhollon reported that Terrell State Hospital has used this product often without any problems.  The Committee recommended that olanzapine pamoate be monitored through the normal process of reporting adverse drug reactions and medication errors.
Asenapine (Saphris®) Review

Asenapine was added to the Formulary in the past year.  Since it was a newly marketed drug, the Committee is reviewing its adverse drug reactions and medication errors within the agencies.  Dr. Richards contacted the pharmacy directors to obtain this information.  It appears that asenapine has had limited use within the State Hospitals and State Supported Living Centers.  One state hospital reported that one patient developed EPS secondary to asenapine.  This patient also experienced EPS secondary to ziprasidone (Geodon™).  The patient refuses to take asenapine in the future.  There were no reports of medication errors within our system.  The Committee recommended that asenapine be monitored through the normal process of reporting adverse drug reactions and medication errors.

Drug Formulary Sectional Review-
Cardiovascular
Dr. Hall provided the review on the agents in the Cardiovascular – Angiotensin Converting Enzyme Inhibitors Section.  See Attachment B.  Dr. Hall recommended that ramipril (Altace®) be considered for addition to the Formulary.  A monograph will be presented at the next meeting.
Dr. Hall provided the review on the agents in the Cardiovascular – Antianginals Section.  See Attachment C.  In reviewing this section, Dr. Hall did not recommend any changes to this section.
Dr. Hall provided the review on the agents in the Cardiovascular – Antiarrhythmic Section.  See Attachment D.  Dr. Hall recommended that quinidine salts be deleted from formulary as nobody has used it and according to a meta-analysis, mortality for quinidine use is three times more than with the use of placebo.  On a motion of Dr. Becker, seconded by Dr. Ward, the recommendation to delete quinidine salts from the Formulary was approved.  Feedback will be obtained from the field prior to deletion of this product.  In addition, Dr. Hall recommended the addition of amiodarone (Pacerone®) to this section.
Amiodarone is a Class III antiarrhythmic agent.  Class III antiarrhythmic agents which inhibits adrenergic stimulation (alpha- and beta- blocking properties), affects sodium, potassium, and calcium channels, prolongs the action potential and refractory period in myocardial tissue; decreased AV conduction and sinus node function.  Amiodarone is indicated for the management of life-threatening recurrent ventricular fibrillation (VF) or hemodynamically – unstable ventricular tachycardia (VT) refractory to other antiarrhythmic agents or in patients intolerant of other agents used for these conditions.  Following discussion, on motion of Dr. Ward, seconded by Dr. Heidel, the request to add amiodarone (Pacerone®) to the formulary was approved.  The Formulary Drug Check List was completed.  
Dr. Hall provided the review on the agents in the Cardiovascular – Antihyperlipidemic Section.  See Attachment E.  In completing this section, Dr. Hall provided a review of the statin agents.

Statins reduce the risk of morbidity and death from coronary artery disease (CAD) in a wide range of patients.  Statins work by selectively inhibiting HMG-CoA reductase, the enzyme that catalyzes the conversion of HMG-CoA to mevalonate, a precursor of cholesterol.  The most common statin-associated adverse events (although rare) are liver toxicity and myopathy.  Due to the liver toxicity, liver function tests should be evaluated at baseline, 12 weeks after initiation or a dose increase and every six months thereafter.  About 10% of patients on statins report muscle complaints.  Risk factors for statin-induced myopathy include advanced age, small size, high dose, hepatic or renal disease, diabetes, uncontrolled hypothyroidism and drug interactions.  Pravastatin (Pravachol®) is a statin that will lower the overall LDL between 20 to 45% and since it is generic, it is fairly inexpensive.  Dr. Hall recommended adding pravastatin to the Formulary.  After a discussion, on a motion of Dr. Heidel, seconded by Ms. Millhollon, the recommendation to add pravastatin to the Formulary was approved.  The Formulary Drug Check List was completed.
Dr. Hall provided the review on the agents in the Cardiovascular – Beta-Adrenergic Blocker Section.  See Attachment F.  In completing this section, Dr. Hall recommended that timolol or nadolol be deleted due to their lack of use and the fact that they are non-selective agents.  After a discussion, on a motion by Dr. Ward, seconded by Dr. Morgan, the recommendation to delete timolol and nadolol was approved.  Feedback will be obtained from the field regarding the deletion of these agents.
For the review on the agents in the Cardiovascular – Calcium Channel Blockers, Diuretics and Vasopressor Sections (Attachment G, H and I, respectively), Dr. Hall did not make any recommended changes to these sections.  The Committee did discuss the potential to consider the addition of bumetanide (Bumex®) to the Formulary.  The Committee will review this agent in the future.  In reviewing the vasopressor section, the issue of their use throughout the facilities was discussed.  The purchase history of these agents will be researched for presentation to the Committee.
Dr. Hall provided the review on the agents in the Cardiovascular – Miscellaneous Antihypertensives Section.  See Attachment J.  Dr. Hall recommended that guanethidine (Ismelin®) be deleted from the Formulary.  After a discussion, on a motion of Dr. Ward, seconded by Dr. Heidel the recommendation to delete guanethidine from the Formulary was approved.  Feedback with be obtained from the field.  She also recommended considering the addition of losartan (Cozaar®) and irbesartan (Avapro®) as reserve drugs.  Monographs will be prepared for possible addition to the Formulary.
Dr. Hall did not have any recommendations for the Cardiovascular – Cardiac Glycosides or the Miscellaneous Cardiovascular Section.  See Attachment K and L.

Issues from the Clinical Director’s Meeting
In Dr. Race’s absence, Dr. Richards presented the information on Psychotropic Medication Guidelines and the cost of the New Generation Medication.
For the Psychotropic Medication Guidelines, it is recommended that the Psychotropic Medication Utilization Parameters for Foster Children, the 2009 Schizophrenia Patient Outcomes Research Team (PORT) Psychopharmacological Treatment Recommendations, and the APA Practice Guidelines on Treatment of Patients With Major Depressive Disorder be used.  Committee members are encouraged to review the document and provide feedback to Dr. Race.  It is hoped that this document will be finalized in the spring of 2011.  
In reviewing the cost data, it was noted that the average daily system cost for 2010 was $23.73, with the range of $14.18 to $32.10 per day.  Based on the number of orders in December, the top three drugs ordered were olanzapine (Zyprexa®), risperidone (Risperdal®, generic) and quetiapine (Seroquel®), respectively.  Both olanzapine and quetiapine are not available generically.  Olanzapine will be generic within the year.  

The Hospital Section is currently considering reducing the amount of medications provided upon discharge.  Currently, most discharge prescriptions are given for 14 days.  Providing a 7 day supply along with prescriptions is being considered.
FDA Drug Safety Communications
The FDA has issued the following safety communications that may have impact on our facilities.

FDA notified healthcare professionals that Xanodyne Pharmaceuticals has agreed to withdraw propoxyphene, an opioid pain reliever used to treat mild to moderate pain, from the U.S. market at the request of the FDA, due to new data showing that the drug can cause serious toxicity to the heart, even when used at therapeutic doses. FDA concluded that the safety risks of propoxyphene outweigh its benefits for pain relief at recommended doses. FDA requested that the generic manufacturers of propoxyphene-containing products remove their products as well.  FDA’s recommendation is based on all available data including data from a new study that evaluated the effects that increasing doses of propoxyphene have on the heart (see Data Summary in Drug Safety Communication). The results of the new study showed that when propoxyphene was taken at therapeutic doses, there were significant changes to the electrical activity of the heart: prolonged PR interval, widened QRS complex and prolonged QT interval. These changes can increase the risk for serious abnormal heart rhythms.  FDA recommends that healthcare professionals stop prescribing and dispensing propoxyphene-containing products to patients, contact patients currently taking propoxyphene-containing products and ask them to discontinue the drug, inform patients of the risks associated with propoxyphene, and discuss alternative pain management strategies. 
FDA notified healthcare professionals that it has asked drug manufacturers to limit the strength of acetaminophen in prescription drug products, predominantly combinations of acetaminophen and opioids, to 325 mg per tablet, capsule, or other dosage unit, making these products safer for patients. This action will help to reduce the risk of severe liver injury and allergic reactions associated with acetaminophen. A Boxed Warning highlighting the potential for severe liver injury and a Warning highlighting the potential for allergic reactions (swelling of the face, mouth, and throat, difficulty breathing, itching, or rash) will be added to the label of all prescription drug products that contain acetaminophen.  Acetaminophen, one of the most commonly used drugs in the United States, is widely and effectively used in both prescription and over-the-counter (OTC) products to reduce pain and fever. Examples of prescription products that contain acetaminophen include hydrocodone with acetaminophen (Vicodin®, Lortab®), and oxycodone with acetaminophen (Tylox®, Percocet®). OTC products containing acetaminophen (e.g., Tylenol®) are not affected by this action. Information about the potential for liver injury is already required on the label for OTC products containing acetaminophen. FDA is continuing to evaluate ways to reduce the risk of acetaminophen related liver injury from OTC products. No drug shortages are expected, because the 3-year implementation period should permit adequate time for necessary reformulations.  Healthcare professionals are encouraged to inform patients that there is no immediate danger to patients who take these combination pain medications, and patients should continue to take them as directed by their health care provider. 

FDA notified healthcare professionals and patients that laboratory testing identified a fentanyl patch that released its active ingredient faster than the approved specification. An accelerated release of fentanyl can lead to adverse events for at-risk patients, including excessive sedation, respiratory depression, hypoventilation (slow breathing), and apnea (temporary suspension of breathing).   Fentanyl Transdermal System is indicated for the management of persistent, moderate to severe chronic pain that requires continuous, around-the-clock opioid administration for an extended period of time and cannot be managed by other means such as non-steroidal analgesics, opioid combination products, or immediate release opioids. The product is manufactured for Actavis by Corium International in the United States.  Wholesalers and retailers are being asked to return the product they have on hand or in stock. 

Quarterly Non-Formulary Drug Justification Report

For the first quarter of fiscal year 2011, all facilities reported use of non-formulary agents.  The following were the top non-formulary agents that were prescribed:

Quetiapine extended release (Seroquel XR®)

Brompheniramine/phenylephrine (Dimetapp®)

Melatonin

Sectional Review for Next Meeting

A decision regarding the next sectional review will be made at a later date.
Other Issues
The following information was shared with the Committee members:

Pfizer recalled 38,000 bottles of the cholesterol drug atorvastatin (Lipitor®) due to reports of a musty or moldy odor.  Pfizer reported that the odor was caused by a chemical found on wooden pallets which are used to store and ship its bottles." 
An advisory committee of the Food and Drug Administration recommended that IV phenytoin (Dilantin®) should be labeled with warnings that the drug can cause Purple Glove Syndrome (PGS).  The FDA said about "43 cases of PGS have been documented," but "it's very likely the disorder is under-reported." 

Duloxetine (Cymbalta®) received an FDA indication for "musculoskeletal pain such as arthritis and chronic lower back conditions."
Dr. Forsberg and her team from Sweden's Karolinska Institute reported in the journal Epilepsia that based on their review of data on 1,235 children born to epileptic mothers, that exposure to more than one antiepileptic drug (AED) in utero may contribute to poor school performance in adolescence. 
A study in the January issues of the Archives of Neurology reported that medications for epilepsy may "increase older adults' risk for bone fractures.”  In this study, "Canadian researchers analyzed the medical records of 15,792 people 50 and older who'd had non-traumatic fractures between April 1996 and March 2004." Next, "each person was matched with up to three people who'd never had a fracture, for a total of 47,289 people to serve as controls."   It was reported that "an adjusted analysis found that odds ratios for fracture ranged from 1.24 (95% CI 1.05 to 1.47) among patients taking clonazepam to 1.91 (95% CI 1.58 to 2.30) for those using phenytoin," with the exception of "valproic acid, which had a nonsignificant odds ratio of 1.10 (95% CI 0.70 to 1.72)." Notably, "the highest risk was seen for patients receiving more than one anti-epileptic drug (OR 2.97, 95% CI 2.26 to 3.89)."
According to a study published in the Canadian Medication Association Journal older people taking calcium channel blockers face an increased risk of developing dangerously low blood pressure and possibly going into shock if they take certain antibiotics.  It was reported that erythromycin and clarithromycin, if given to patients taking calcium channel blockers, can increase the risk substantially of being hospitalized for low blood pressure.  Patients taking erythromycin and a calcium channel blocker have a six fold increase risk of developing hypotension.  For clarithromycin the risk is almost fourfold.
Next Meeting Date

The next meeting was scheduled for April 1, 2011.  
Adjourn

There being no further business, the meeting was adjourned at 2:07 p.m.
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	Approved:
	

	
	Jeff R. Matthews, M.D., Chairman


Attachments 



Attachment A – New Drug Applications


1 – rufinamide (BanzelTM)



2 – ibandronate sodium (Boniva I.V.)



Attachment B 
Cardiovascular – Angiotensin Converting Enzyme Inhibitors Sectional Review

Attachment C 
Cardiovascular – Antianginals Sectional Review


Attachment D 
Cardiovascular – Antiarrhythmic Sectional Review


Attachment E 

Cardiovascular – Antihyperlipidemic Sectional Review


Attachment F 
Cardiovascular – Beta-Adrenergic Blocker Sectional Review


Attachment G 
Cardiovascular – Calcium Channel Blockers Sectional Review


Attachment H 
Cardiovascular – Diuretics Sectional Review


Attachment I  
Cardiovascular – Vasopressor Sectional Review


Attachment J 
Cardiovascular – Miscellaneous Antihypertensives Sectional Review


Attachment K 
Cardiovascular – Cardiac Glycosides Sectional Review

Attachment L 
Cardiovascular – Miscellaneous Cardiovascular Sectional Review

Minutes Prepared by:

Ann L. Richards, Pharm.D., BCPP
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