DADS/DSHS EXECUTIVE FORMULARY COMMITTEE MINUTES

October 15, 2010 Revised
The Executive Formulary Committee convened on Friday, October 15, 2010 in Conference Room 240 - CO Building 2.  The meeting was called to order by Dr. Matthews, Chair at 9:34 a.m. 

	Janet Adams, MSN, RN, CNS 
	Absent
	Robert L. Ward, D.O.
	(

	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) – for a specific item
	(

	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.
	(
	Vacant Center Position
	

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

	Bill Race, M.D. 
	(
	Vacant Center Position
	


Guests Present: Adam Beauchamp Pharmacy Intern, Lisa Mican, Pharm.D.
Introduction

Dr. Kenda Pittman was introduced as the new Pharmacy Services Coordinator for DADS.  She will be a member of the Executive Formulary Committee.
Approval of Minutes of July 9, 2010
On a motion of Dr. Heidel, seconded by Ms. Millhollon, the minutes of the July 9th meeting were approved as previously distributed.  

Conflict of Interest Disclosure Forms

Dr. Pittman reported no conflict of interest.  The attending Committee members indicated that there were no change in their conflict of interest disclosures.
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 50 year old male state hospital patient was admitted to an emergency room due to hypotension, nausea, diaphoresis, hypoxemia, and multiple cardiac risk factors.  The patient had been treated for hypothyroidism, schizophrenia, CHF, GERD, diabetes, hypertension and hypercholesterolemia.  At the ER, the patient was not in acute distress, however, he was found to have markedly elevated CPK level of 2,770 IU/L and renal insufficiency consistent with rhabdomyolysis.  The etiology of rhabdomyolysis was unknown.  It was suspected that atorvastatin (Lipitor®) or a seizure that was not witnessed might be the cause.  BUN and creatinine were slightly elevated indicating some pre-renal azotemia probably secondary to rhabdomyolysis.  Initially, the atorvastatin was not discontinued.  The CPK did drop but then increased to 1,522 IU/L four days later.  The atorvastatin was discontinued and a repeat CPK obtained about 5 weeks later was reduced to 930 IU/L.
In the next case, a 33 year old male was sent from a state hospital to an emergency room on April 1st due to altered mental status, ataxia, slurred speech, sedation, lethargy, fine resting tremor and drooling.  Phenytoin and/or lithium toxicity was suspected so stat levels were ordered.  The patient reported that he had a seizure the previous day and hit his head when he fell.  The seizure was not observed by staff members.  An evaluation of his head did not reveal any evidence of head trauma.  The patient’s phenytoin dose was increased seven days prior to this fall.  The stat phenytoin was 22.9 mcg/ml at the state hospital and 24 mcg/ml at the ER.  The lithium level was 1.4 mEq/L at the state hospital and 1.8 mEq/l at the ER.  The patient was admitted to the hospital for IV fluids and management of toxic levels.  His medication was discontinued and restarted at lower doses.  After four days at the medical hospital, the patient returned to the state hospital.
A 58 year old male resident of a state supported living center developed lower extremity edema and bullous blistering on his feet a couple of weeks after buspirone (Buspar®) was started in May 2009.  The staff psychiatrist noted increased agitation, insomnia, roaming around and aggression shortly after buspirone dose was increased to 20 mg TID in October 2009.  At this point, a buspirone taper was started and it was discontinued in December 2009.  After the buspirone was tapered off, the patient’s lower extremity edema and blistering resolved.
A 14 year old white male was admitted to a state hospital on March 19th for the treatment of schizoaffective disorder, bipolar type.  At the time of the physical exam the patient weighed 160 pounds and was 67 inches tall (BMI 25.1 kg/m2 – overweight).  A regular diet (3,200 kcal/day) was ordered.  At admission, he was restarted on aripiprazole (Abilify®) but developed pronounced tremor which continued despite treatment with propranolol (Inderal®).  The aripiprazole was tapered and discontinued and quetiapine (Seroquel®) was initiated.  Quetiapine was continued for about 7 weeks; however he did not improve on quetiapine as he remained psychotic with thought disorganization and was delusional.  The quetiapine was tapered and eventually discontinued in mid-July. Clozapine (Clozaril®) was started at the same time that the quetiapine taper was initiated.  When clozapine was started, the patient weighed 177 pounds.  Eventually, the patient’s weight increased to 190 pounds when the quetiapine was finally discontinued.  A nutrition consult was ordered and the patient was placed on a weight maintenance diet (2,400 kcal/day).  The patient complained of being hungry so a regular diet was re-started.  At the time of discharge the patient weighed 198 pounds (BMI 31.1 kg/m2 - obese).  Over the three month hospitalization, the patient gained 38 pounds (17 pounds on quetiapine and 21 pounds on clozapine).
A 47 year old male on divalproex (Depakote®) developed neutropenia.  The ANC reached a low of 0.63 K/mm3 and rebounded to within normal limits when the divalproex was discontinued.
A 36 year old white male was admitted to a state hospital on September 14, 2008.  The patient has a history of bipolar I disorder and several medical conditions including hepatitis C, temporal lobe seizure disorder and traumatic brain injury.  The patient’s baseline liver function tests were increased due to hepatitis C.  His baseline AST is usually between 70 – 120 U/L and his ALT between 110-200 U/L.  The patient had been receiving divalproex (Depakote®) ER since admission with a maximum dose of 3,500 mg/day on December 31, 2008.  The dose was reduced on June 13, 2009 to 3,000 mg/day.  Lamotrigine (Lamictal®) was added to the dosage regimen on June 12, 2009 and was titrated to 200 mg/day on September 28, 2009.  On November 13, 2009 the valproic acid level was 88.8 mcg/ml.  On November 17, 2009, his CMP was within normal limits except for a high AST (68 U/L) and a high ALT (103 U/L).  At this time, the patient was stabilized on all doses of his oral scheduled medications including lactulose, docusate calcium (Surfak®) divalproex ER and lamotrigine.  On February 19, 2010 the CMP was within normal limits except that his liver function tests had increased further with an AST of 107 U/L and ALT of 179 U/L.  Repeat liver function tests obtained on February 23rd showed an AST of 219 U/L and an ALT of 286 U/L.  A valproic acid level obtained at this time was 115 mcg/ml.  On February 24th, the divalproex ER dose was decreased to 2,500 mg/day.  On the evening of February 26th, Xymogen® Liver Protection (one capsule twice a day with meals) was added to the medication regimen.  Labwork was repeated on March 4th with the following results: AST 103 U/L; ALT 206 U/L; and lamotrigine level 4.2 mcg/ml.  On March 10th, labwork was: AST 78 U/L; ALT 119 U/L; valproic acid 108 mcg/ml.  The patient was started on olanzapine (Zyprexa®) 10 mg/day on March 22nd.  The dose was reduced to 2.5 mg/day and then increased to 5 mg/day on April 20th.  On April 21st, liver function tests increased to AST 332 U/L and ALT 635 U/L.  Due to concerns regarding hepatotoxicity the divalproex ER was discontinued on April 26th.  Despite discontinuing the divalproex ER, the AST and ALT continued to rise with the following values: April 27th – AST 342 U/L and ALT 763 U/L and on April 30th AST 387 U/L and ALT 785 U/L.  The Xymogen® Liver Protection and olanzapine were both discontinued on April 30th.  Due to symptoms of mania, on May 3rd olanzapine 2.5 mg/day was added.  The AST and ALT peaked at 534 U/L and 996 U/L, respectively.  The following day the patient was noted to be manic with altered mental status, so he was transferred to a medical facility.  A biopsy revealed portal/lobular hepatitis consistent with drug induced and hepatitis C.  The patient remained off of divalproex and lamotrigine was discontinued.  Levetiracetam (Keppra®) 1,500 mg/day was prescribed for seizure disorder.  Upon return to the State Hospital, low dose olanzapine (2.5 mg/day) was re-initiated.  Initially, the patient’s liver function tests appeared to stabilize but then increased (July 5th – AST 164 U/L, ALT 332 U/L).  So the olanzapine was discontinued.  This resulted in the liver function tests returning to baseline.
A 33 year old male with a diagnosis of schizoaffective disorder, bipolar type; cognitive disorder NOS; PTSD, chronic type; polysubstance dependence (alcohol, cocaine, marijuana, inhalants, benzodiazepines, hallucinogens) in a controlled environment was admitted to a state hospital.  Clozapine was initiated on June 12th and eventually titrated to 400 mg/day.  The patient developed agranulocytosis and the clozapine was discontinued.  In addition, the patient was transferred to a medical facility where filgrastim (Neupogen®) was administered.  The patient’s granulocytes rebounded.
A 57 year old while male admitted to a state hospital on July 21, 2010 for the treatment of schizoaffective disorder, bipolar type.  The patient also has diabetes mellitus.  During this admission, the patient was initially treated with ziprasidone (Geodon®) 60 mg/day and quetiapine (Seroquel®) 25 mg/day in addition to his medical medications.  He required multiple emergency medications for extreme psychotic agitation and aggression early during his admission.  Both ziprasidone and quetiapine were titrated up to maximal doses.  Lithium was added as well as clonazepam (Klonopin®) prn.  The patient received several doses of the clonazepam prn.  By August 3rd the patient was noted to be a little calmer and on August 5th mania and severe disorganization were noted to be slowly resolving and oxcarbazepine (Trileptal®) was added at that time.  On August 9th, the patient was noted to be sleeping little, having increased confusion, was more argumentative, and intrusive requiring emergency medication of haloperidol (oral) and lorazepam (oral) stat at 5:20 am.  After the emergency medications he was noted to be lying in bed with generalized tremor and by lunch was lying on the floor.  He was found to have normal blood sugar and vitals.  He was transferred to a medical facility at 1:10 pm for further evaluation.  On August 9th, his labs obtained at the medical hospital were CMP within normal limits except for serum creatinine 1.3 mg/dl, AST 49 U/L; CBC was within normal limits except RBC 4.4 M/mm3, Hgb 13.3 g/dl, HCT 39.5%, ammonia 32 mcg/dl and CK 343 IU/L.  The lithium level was 1.1 mEq/L and a CT brain scan was within normal limits.  The patient had a low grade fever of 99.4o but this was not thought to have contributed to his altered mental status.  No rigidity was noted and the patient’s speech was minimal.  While at the medical facility, the patient was noted to be growling and posturing “holding arms above his head” and agitated catatonia was suspected.  In addition, he complained of groin pain (rated 6 on a 0-10 scale).  He was treated for catatonia with lorazepam 2 mg IV during his brief stay (less than 10 hours) and returned to the state hospital.  On August 11th, lorazepam (Ativan®) was re-initiated at a dose of 1 mg every 6 hours.  On August 16th, this dose was changed to 5 mg/day with a higher dose at bedtime for sleeping problems.  The patient continued to improve on lorazepam monotherapy with symptoms of catatonia resolving.  On August 19th the patient was re-initiated on ziprasidone (Geodon®) 120 mg/day and was discharged on August 23rd on this ziprasidone dose and lorazepam 5 mg/day.  The hospital felt that the patient had experienced neuroleptic-induced catatonia.
A 65 year old female was prescribed warfarin (Coumadin®) 4 mg/daily for history of DVT on approximately August 5th at an outside facility after open reduction internal fixation (ORIF) for bilateral fibula/tibia fractures.  The INR obtained at this facility on August 7th was 1.1. No INR was noted from August 8th through 10th in the patient’s record.  The patient was readmitted to the State Supported Living Center on August 10th.  Enoxaparin (Lovenox®) 40 mg subcutaneously twice daily was ordered “until patient’s INR is therapeutic in 48 hours.”  The INR was drawn on August 11th and “no coagulation noted” was reported.  Repeat lab obtained later that day reported INR of “>12” per report.  The patient was administered Vitamin K (phytonadione) 5 mg per G-tube for one dose.  The next morning, the INR was 4.63.  The on-call physician noted internal bleeding in thigh region and patient was transferred from the facility to a local acute care hospital where the patient was admitted.  Vitamin K 10 mg IV was administered at the hospital.  Enoxaparin and warfarin were held until August 14th.  The patient was released from the hospital after 72 hours.  On August 14th, the warfarin was re-started at 2 mg daily with daily INRs. 
A 27 year old Ethiopian male was admitted to a state hospital on 10/11/09 with schizoaffective disorder, bipolar type; alcohol abuse; cannabis abuse and a medical diagnosis of urinary incontinence.  His TSH during a recent admission was 3.51 mIU/L (9/21/09).  During the current admission the patient was initiated on valproic acid (Depakene®) on 11/5/09 and clozapine (Clozaril®) on 11/18/09.  On 1/5/10 his TSH was 5.82 mIU/L (mildly elevated) with normal fT4 of 0.87 ng/dl.  Lithium was subsequently initiated on 1/14/10 at a dose of 1,200 mg/day.  On March 1st, the lithium dose was reduced to 900 mg/day and valproic acid was discontinued.  The highest lithium level achieved was on April 14th and it was 0.77 mEq/L.  On April 16th his TSH was 188.33 mIU/L, fT4 < 0.25 ng/dl, lithium 0.53 mEq/L, clozapine 1,337 ng/ml, and norclozapine 554 ng/ml.  Lithium was subsequently discontinued due to suspected lithium-induced hypothyroidism and valproic acid was reinitiated.  On April 27th, fT4 was 0.41 ng/dl and on April 29th TSH 104.5 mIU/L, fT4 0.55 ng/dl, lithium < 0.25 mEq/L, valproic acid level 111.6 mcg/ml, clozapine 745 ng/ml and norclozapine 172 ng/ml.  Levothyroxine (Synthroid®) 100 mcg/day was initiated on April 16th, increased to 125 mcg on April 29th and further increased to 150 mcg on May 20th for the treatment of hypothyroidism.  Lithium 900 mg/day was restarted on May 18th due to difficulty tolerating clozapine without lithium due to neutropenia.  On May 20th labwork showed: TSH 29.74 mIU/L, fT4 0.87 ng/dl, fT3 3 ng/dl, TSH receptor antibody < 0.9%, antithyroglobulin 226, microsomal antibody > 1,000 and CMP within normal limits except CO2 33 mmol/L.  On May 26th, the patient was diagnosed with Hashimoto’s thyroiditis at the medical clinic.  On May 27th the TSH was 27.87 mIU/L and fT4 0.96 ng/dl.  On June 2, liothyronine (Cytomel®) 12.5 mcg/day was added to the patient’s medication regimen and this was increased to 25 mcg on June 9th.  
New Drug Applications

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

denosumab (Prolia™) - presented by Adam Beauchamp (developed by Melissa Boufaida, Pharmacy Volunteer and Adam Beauchamp, Pharmacy Intern; reviewed by Dr. Lisa Mican)

Denosumab is a human IgG2 monoclonal antibody produced in genetically engineered mammalian (Chinese hamster ovary) cells that binds receptor activator of nuclear factor –kappa-B ligand (RANKL) disallowing activation of the cognate receptor RANK.  This in turn inhibits osteoclast formation, function and survival, which decreases bone resorption and increase bone mass and strength in cortical and trabecular bone reducing the incidence of vertebral, nonvertebral, and hip fractures in postmenopausal women with osteoporosis at high risk for fracture.  Denosumab is indicated for the treatment of osteoporosis in postmenopausal women.  The recommended dose for denosumab is 60 mg administered as a single subcutaneous injection once every 6 months.  It is injected in the upper arm, the upper thigh, or the abdomen.  Patients on denosumab should receive calcium 1,000 mg daily and at least 400 international units vitamin D daily.  If a patient misses an injection of denosumab, the dose should be administered as soon as possible and subsequent injections should be 6 months from the date of the last injection.  No dosage adjustment is necessary in patients with renal impairment, although patients with severe renal impairment (CrCl < 30 ml/min) or dialysis may be at greater risk of developing hypocalcemia with denosumab.  Denosumab is supplied in a single-use prefilled syringe with a safety guard or in a single-use vial.  The grey needle cap on the single-use prefilled syringe contains dry natural rubber (a derivative of latex) so individuals with latex sensitivity should not handle the grey needle cap on the single-use prefilled syringe.
Following discussion, on motion of Dr. Hood, seconded by Dr. Heidel, the request to add denosumab (Prolia™) to the formulary was approved.  The Formulary Drug Check List was completed.  Denosumab does require a medication guide which should be reviewed by the patient at each administration time.
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 – Vanish Point Syringe

Kerrville State Hospital reported a product defect with Vanish Point Insulin Syringe (Lot #F100405 – made in China).  This syringe was observed to have a sharp metal object (appeared to be a needle) protruding from side of the barrel of the syringe when the plunger was pushed during injection of air in the vial.  This problem was reported to the FDA MedWatch for Medical Devices.
Drug Deletion

At the previous meeting it was recommended that clobetasol (Clobex®) shampoo be deleted from the Formulary.  No responses were received from the field; therefore clobetasol shampoo will be deleted from the Formulary.
New Dosage Strengths

It was recommended to add calcium 500 mg/vitamin D 600 IU chew tablet, lisinopril (Prinivil®, Zestril®) 30 mg tablet, donepezil (Aricept®) 23 mg tablet and clozapine (Fazaclo®) 150 mg, 200 mg oral disintegrating tablets to the Formulary.  On a motion of Ms. Millhollon, seconded by Dr. Becker, the recommendation to add these dosage strengths to the Formulary was approved.

Iloperidone (Fanapt®) Review

Iloperidone 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 iloperidone 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.  However, ISMP did report medication errors with the mix up of Fanapt® and Xanax® (alprazolam).   With the minimal use of iloperidone, the Committee recommended that it be reviewed for adverse drug reactions and medication errors in six months.

Vaccine (including influenza) Vendor Selection

Concern was raised on the lateness of receiving the influenza vaccine for our consumers and patients.  The normal process for ordering the influenza vaccine starts in the spring.  The pharmacy directors are requested to submit their influenza vaccine order to the state purchaser.  The state purchaser coordinates the order and awards the contract.  In the fall, the influenza vaccine is shipped to each facility.  This past spring, the influenza vaccine order was placed with one company.  Apparently, this company was not able to fill the order so the award was given to another company and the influenza vaccine was shipped.  
In the process of determining which influenza vaccine to order with the first award failed, Afluria® was considered as a potential influenza vaccine to use.  Unfortunately, Afluria® reported an increased seizure risk in children less than eight years old.  The DADS population consists of many consumers that have seizure disorders which makes Afluria® a questionable option for this patient population.
The Committee expressed concern as to the fast availability of the influenza vaccine to national drug chains, yet the most vulnerable patient population residing in state facilities can not get the vaccine quickly.  It was noted that last year’s influenza season also had the vaccine available in the national drug chains before the state had their supply.  As a result, the Committee suggested that Dr. Moy and Dr. Becker work with HHSC to insure that the purchasing process allow for the state facilities to have early access to the influenza vaccine.

Dr. Richards noted that since the facilities belong to a national buying group (MMCAP), that this could also be a source of purchasing the influenza vaccine.

Drug Formulary Sectional Review-
Antidotes

Antihistamine


Antineoplastic

Dr. Hall provided the review on the agents in the Antidote Section.  See Attachment B.  Dr. Hall did not make any recommended changes.  However, the Committee suggested removing ipecac syrup from the Formulary as it is no longer recommended.  On a motion of Dr. Heidel, seconded by Dr. Ward, the recommendation to remove ipecac syrup from the Formulary was approved.  Feedback will be obtained from the field regarding this recommendation.
Dr. Hall did provide an overview of weight loss agents.  Currently, there are two medications currently approved for short-term treatment of obesity.  These include phentermine (Adipex-P®, Ionamin®) and diethylpropion (Tenuate®).  Orlistat (Alli™, Xenical®) is the only medication on the market approved for long term treatment of obesity.  

Phentermine reduces appetite by stimulating the hypothalamus to release norepinephrine.  It is an amphetamine-like drug.  It was launched in 1970 and is a scheduled IV controlled substance.  Side effects include tremor, elevated pulse, blood pressure, insomnia and the potential for addiction.  

Diethylpropion (Tenuate®) is a sympathetic/appetite suppressant.  It is a scheduled IV controlled substance.  It should be discontinued after four weeks if the individual hasn’t lost at least 1.8 kg.  Side effects include pulmonary hypertension, valvular heart disease, dependence, withdrawal psychosis, tachyarrhythmias, increased blood pressure and seizures.  
Orlistat irreversibly inhibits intestinal lipases.  These lipases hydrolyze triglycerides (diet) into absorbable free fatty acids so up to 30% of ingested fats are not absorbed.  Major side effects include GI discomfort (26%) and fecal urgency (22%).  Long term use can lead to deficiency of fat-soluble vitamins.  The Alli™ product is the lower strength product that is available over the counter.
Sibutramine (Meridia®) is a serotonin, noradrenalin reuptake inhibitor that induces satiety and may increase energy expenditure through activation of sympathetic nervous system.  Sibutramine was withdrawn from the market on October 8, 2010.
Dr. Hall provided the review on the agents in the Antihistamine Section.  See Attachment C.  In reviewing this section, Dr. Hall recommended that promethazine (Phenergan®) be removed from the antihistamine section but kept in the antiemetic/antivertigo section.  On the motion of Dr. Becker, seconded by Ms. Millhollon this recommendation was approved.
Dr. Hall provided the review on the agents in the Antineoplastic agents.  See Attachment D.  For this section, Dr. Hall recommended that the drugs not be listed in this section.  Instead the statement “In consultation with the oncologist” be added to this section.  This is very similar to the approach that is taken with drugs used to treat HIV.  In the treatment of cancer, the oncologist will prescribe the drug and the Pharmacy will obtain it even though the oncologic agent is non-formulary.  The physicians at the facilities do not prescribe these drugs without consultation with an oncologist.  On a motion of Dr. Becker, seconded by Dr. Morgan the recommendation to remove drugs from this section, add the statement “In consultation with the oncologist” and to move methotrexate to the immunologic agents was approved.
Psychotropic Dosing Tables
Dr. Richards presented Psychotropic Dosing Tables for the 2011 Drug Formulary.  The following changes were recommended:
· Changing the source of the Psychotropic Medication Utilization Parameters for Foster Children from State Health Services to the Family and Protective Services department
· Delete Texas Implementation of Medication Algorithms

· Adult Treatment of Behavioral Emergencies Intramuscular Short-Acting Agents

· Update references to the newer package inserts

· Change ziprasidone (Geodon®) to two entries.  One for a maximum dose of 10 mg that can be given every 2 hours and the other for 20 mg that can be given every 4 hours.  Both with a maximum dose of 40 mg/day

· Antipsychotics
· Recommendations based on the draft Psychotropic Medication Utilization Parameters for Foster Children

· For asenapine (Saphris®) add “ID” for both the child and adolescent maximum doses.  The ID represents insufficient data

· For chlorpromazine add the maximum dose for child of “outpatient 0.25 mg/lb q 4-6 hr; Inpatient 200” and add a maximum dose of “800” for adolescent
· For clozapine (Clozaril®, Fazaclo®) change the child dose to “300 (Lit)” and the adolescent to “600 (Lit)”

· For oral haloperidol, change the maximum child dose to “<35 kg ( 4” and for adolescent change it to “≥35 kg ( 10”

· Remove the non-formulary status for iloperidone (Fanapt®)

· Add “ID”  to the maximum doses for iloperidone (Fanapt®) for child and adolescent

· For olanzapine (Zyprexa®) add “Lit” to the maximum child dose.  “Lit” represents that the dose was based on literature support.  Change the Adolescent dose to “30 (Lit)”

· Change the olanzapine pamoate (Zyprexa Relprevv®) status from “Non-Formulary” to “Reserve Use”

· For paliperidone (Invega®) add “ID” for both the child and adolescent

· For perphenazine (Trilafon®) add the maximum child dose of “6 (Lit)” and change the adolescent dose to 64

· For quetiapine (Seroquel®) change the child maximum dose to “300 (Lit)”

· For risperidone (Risperdal®) change the child maximum dose to “2 (Lit)”

· For ziprasidone (Geodon™), change the child dose to “ID” and the adolescent dose to “160 (Lit)”

· Antidepressants
· Recommendations based on the APA Practice Guidelines for the Treatment of Patients with Major Depressive Disorder, Third Edition and the draft Psychotropic Medication Utilization Parameters for Foster Children
· For citalopram (Celexa®) change the child and adolescent maximum dose to “40 (Lit)”
· For duloxetine (Cymbalta®) change the adult maximum dose to “120”

· For escitalopram (Lexapro®) change child and adolescent maximum dose to “20 (Lit)”

· For fluoxetine (Prozac®) change the adult maximum dose to “60”, the child dose to “60 (Lit)” and the adolescent to “60”

· For paroxetine (Paxil®) change the adult dose to “60” and the adolescent dose to “40 (Lit)”

· For venlafaxine (Effexor®) immediate release product have the maximum dose for child and adolescent be deleted and the extended release product be changed to “ID for XR product”

· For the “Foods Containing Tyramine” is was recommended that this table be moved to the Appendix

· Mood Stabilizers
· Recommendations based on draft Psychotropic Medication Utilization Parameters for Foster Children
· For carbamazepine change the maximum child dose to “800 mg” and adolescent maximum dose to “# 1,000 (12-15); 1,200 (>15)” where the # indicates that the maximum daily dose is typically determined by drug serum concentration and individual patient tolerability.

· For lamotrigine (Lamictal®) change the maximum adult dose to the package insert maximum dose, the child maximum dose to “with valproate 1-3 mg/kg; with valproate EIAED’s 1-5 mg/kg; monotherapy 4.5 – 7.5 mg/day; with EIAED’s 5-15 mg/kg” and the adolescent dose to “with valproate 200 mg; with valproate EIAED’s 400 mg; monotherapy 375 mg; with EIAED’s 500 mg”
· For lithium (Lithobid®, Eskalith®) add “children 0.6 mEq/L” to the therapeutic serum concentration and change the child dose to “#”

· For valproic acid change the therapeutic serum concentration for adolescent to “Max 120 mcg/ml (Lit)”

· Stimulants

· Recommendations based on draft Psychotropic Medication Utilization Parameters for Foster Children

· For amphetamine mixture (Adderall®, Adderall XR®) add “30 (XR)” to the current maximum doses for child and adolescent

· Miscellaneous Drugs Used for Psychotropic Purposes

· Recommendations based on draft Psychotropic Medication Utilization Parameters for Foster Children

· For clonidine (Catapres®) change the child and adolescent maximum doses to “0.4 # Lit”
· For guanfacine (Tenex®) change the child and adolescent maximum doses to “4 (Lit)”

· Add naltrexone (ReVia®) with an adult maximum dose of “200”

No changes were made to the Anxiolytics, Sedatives and Hypnotics and Therapeutic Serum Concentrations of Some Anticonvulsants tables.
On a motion of Dr. Heidel, seconded by Dr. Morgan, the psychotropic dosage guidelines tables were approved as modified.
Reserve Drugs
Dr. Richards presented the Reserve Drugs table as it has been modified over the year.  In reviewing the table, it was noted that azithromycin (Zithromax®) and clarithromycin (Biaxin®) are reserve drugs.  These products were originally placed on the Reserve Drug status when they were initially placed on the Formulary.  Both of these products are now generic and it was recommended that both of them be removed from the reserve status.  On a motion of Ms. Millhollon, seconded by Dr. Heidel, the Reserve Drug table was approved as modified.
2011 Drug Formulary

Dr. Richards presented the 2011 Drug Formulary.  The 2011 Drug Formulary will include all the changes that have been made at this meeting.  In addition, it was recommended that the P-450 drug interaction table be added to the Drug Formulary book.  On a motion of Dr. Ward, seconded by Dr. Hood the recommendation to approve the 2011 Drug Formulary was approved.
Issues from the Clinical Director’s Meeting
Dr. Race presented a draft of “Psychotropic Medication Guidelines” for the Committee to review.  One of the points of these guidelines is to make everyone aware of the best practices for the use of psychotropic medications.  In addition to this document, the clinical directors are receiving cost information on the monthly use of new generation medication.  The distribution of this cost data is to make the prescribers aware of cost issues, provide information to empower each facility to take ownership of their costs, provide data on the number of patients on multiple antipsychotics and to increase oversight to provide the most cost-effective care possible.
Dr. Becker provided information on possible mechanisms to improve care and decrease cost.  These included:

· Obtaining prior authorization for a third antipsychotic – including a history of what the patient has been on and why the prescriber wants to add the third antipsychotic

· Having the clinical director approve the use of a second antipsychotic

All these ideas are still in the preliminary phase and Committee members are being asked to submit their feedback to Dr. Race and Dr. Becker.
Non-Formulary Process
The Non-Formulary Process was addressed at the last meeting.  Previously, it was recommended that the non-formulary reports available from WORx™ be utilized to reduce the use of non-formulary drugs.  In reviewing the cost data for non-formulary drugs, it was noted that the purchase of non-formulary drugs are not a major component of the drug budget.  Even so, it was suggested that inclusion of the AHFS code in the report may assist in analyzing the data.

FDA Drug Safety Communications
The FDA has issued the following safety communications that may have impact on our facilities.

FDA notified healthcare professionals and patients that lamotrigine (Lamictal®), a medication commonly used for seizures in children two years and older, and bipolar disorder in adults, can cause aseptic meningitis.  Symptoms of meningitis may include headache, fever, stiff neck, nausea, vomiting, rash, and sensitivity to light.  In cases of meningitis, it is important to rapidly diagnose the underlying cause so that treatment can be promptly initiated.  The decision to revise the lamotrigine label is based on FDA's identification of 40 cases of aseptic meningitis in patients taking lamotrigine (from December 1994 to November 2009).  Patients should be advised to contact their healthcare professional immediately if they experience signs and symptoms of meningitis while taking lamotrigine. If meningitis is suspected, patients should be evaluated for other causes of meningitis and treated as indicated. Discontinuation of lamotrigine should be considered if no other clear cause of meningitis is identified. 
Quarterly Non-Formulary Drug Justification Report

For the fourth quarter of fiscal year 2010, all facilities reported use of non-formulary agents.  The following were the top non-formulary agents that were prescribed:

Quetiapine extended release (Seroquel XR®)

Melatonin

Lansoprazole (Prevacid®) Solutab

Propoxyphene with acetaminophen (Darvocet®)

Ciprofloxacin/dexamethasone (Ciprodex®) Otic

Levalbuterol (Xopenex®)

Brompheniramine/phenylephrine (Dimetapp®)

In reviewing the non-formulary requests, it was recommended that the AHFS classification be added to the report.  Dr. Richards will follow up to see if this is possible.
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:

In May, 2009, the FDA approved iloperidone (Fanapt®) as an atypical antipsychotic agent for the acute treatment of patients with schizophrenia.  Recently ISMP received a report from a nurse working in a psychiatric facility who, unfamiliar with iloperidone, heard alprazolam (Xanax®) when a physician gave a verbal order for Fanapt® 1 mg.  Fortunately, the error was detected by a second nurse who questioned her colleague after she noticed that the pharmacy had sent an information sheet about iloperidone for the patient but there wasn’t an order for the drug.  With sound-alike drug name pairs, errors are most likely to happen soon after a new drug is launched.  Confirmation bias causes people to hear more familiar drug names, not the name of a new drug they’ve never before encountered.  Thus, it’s important to have a process in each facility to ensure that nurses and other professional staff are educated about new medications before they are added to the formulary and prescribed.

Initially, it was reported that Shire was going to pull its blood-pressure drug midodrine (ProAmatine®) “off the market" by the end of September following warnings from federal regulators who said the drug has not been proven effective.  According to the FDA Shire never established the long-term benefits of the drug, as required under the FDA’s so-called accelerated approval system.  Shire "said in a statement it completed the studies required by the FDA, but the agency 'viewed these trials as inconclusive.' The company also said it notified the FDA and physicians last year that it would pull the drug from the market effective Sept. 30.  Later they announced that it would allow midodrine to continue to be sold.
Asenapine (Saphris®) has been approved for two additional uses by the Food and Drug Administration. The drug was previously approved to treat "acute schizophrenia episodes in adults and acute mania or manic-depressive behavior in adults with bipolar disorder," and is now approved "for ongoing treatment of schizophrenia and for treating acute mania or manic-depressive behavior in adult bipolar patients along with lithium, a mood-stabilizing drug often used to treat mania, or the antiseizure drug valproate.” 

"A study of antidepressant and antipsychotic treatment effects showed there is an emphasis on 'polypharmacy' in clinical practice, without much evidence of benefit and an increase in adverse effects," Swiss investigators "reported at the 23rd European College of Neuropsychopharmacology Congress." Senior investigator Hans H. Stassen, PhD, of University Hospital of Psychiatry in Zurich, Switzerland, said in an interview during the meeting, "In our study, we found no advantages for 'complex' treatment approaches over conventional monotherapeutic approaches.  There appear to be no controlled studies showing the superiority of combinations of drugs over monotherapy." The researchers also noted that "agents that differ greatly in their biochemical and pharmacological actions can have virtually the same efficacy, patients with initial improvement often show incomplete response, and many patients are clinically refractory to all treatments." 

In September, the Food and Drug Administration began a safety review of the diabetes drug pioglitazone (Actos®), examining possible links between longer term exposure to the drug and an increased risk for bladder cancer.  The FDA noted that five-year results from an ongoing study show that patients who have taken pioglitazone for the longest period of time had a higher risk of bladder cancer and that bladder cancer was also more prevalent in patients who had taken the largest cumulative dose of the drug.
A study published in the British Medical Journal raised the risk of dangerous blood clots with antipsychotic medications.  After analyzing data on more than 25,500 cases, researchers found that "people given antipsychotics in the past two years had a third greater risk of clots like deep vein thrombosis," with the risk being "even higher for the newer 'atypical' antipsychotics." Patients were at particular risk just after starting to take the medications.  The study authors pointed out that the overall risks were not very great, accounting for about four additional cases of venous thromboembolism per 10,000 patients and 21 in the case of quetiapine specifically.
Amgen Inc. has recalled some lots of anemia drugs epoetin alfa (Epogen®, Procrit®). The drugs sold by Johnson & Johnson have been recalled due to concerns they may contain glass flakes that are very thin. Amgen said the issue came about as a result of the interaction of the medications with glass vials. To avoid the problem in the future, Amgen will limit the shelf life of the drugs to 12 months, from 36 months, for single-dose vials and 15 months for multiple-dose vials.   Concern was expressed that the glass flakes could cause blood clots, swelling of veins, immune system reactions and other problems.  The glass flakes are barely visible in most cases.
It was noted that some patients are discharged into the care of a private psychiatrist.  In these cases the question arose as to whether or not an olanzapine (Zyprexa®) Relprevv™ approval form (Atypical Long-Acting Injection Approval Form) should be completed.  The Committee determined that the form should be completed, thus the form was updated to reflect approval by a private physician.  
Mr. Mike Maples, Assistant Commissioner, Mental Health and Substance Abuse Division attended part of the meeting to discuss budget issues and how they relate to our Committee for the State Health Services.  The major cost drivers for the agency are utilities, food, salaries and medications.  There are two major approaches in reducing drug costs.  One is through the purchasing of drugs.  Since the agency participates in a national buying group that went out for competitive bid and was selected based on our purchasing data, it is likely that the agency is receiving good pricing for drugs.  There is a cheaper source of drugs through 340B pricing however, our facilities do not currently qualify to receive this pricing.  Overall, the agency is buying drugs that have good pricing.  If purchasing can not be addressed for lowering drug costs, then how we use the drugs becomes a focus.  The Hospital Section is currently focusing on drug utilization with the emphasis on antipsychotic polypharmacy.  However, as the Committee that develops and maintains the Formulary, the Committee has the potential to impact the content of the Formulary by only approving drugs that are the most cost-effective for the treatment of their indication(s).  In addition, the Committee has the opportunity to control the use of non-formulary drugs through policy adoption on the approval process for non-formulary medications.  In addition, the Committee can play a role in educating prescribers on the most cost-effective prescribing in our patient population.

Next Meeting Date

The next meeting was scheduled for January 28, 2011.  
Adjourn

There being no further business, the meeting was adjourned at 2:30 p.m.
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