DADS/DSHS EXECUTIVE FORMULARY COMMITTEE MINUTES
October 10, 2014
The Executive Formulary Committee convened on Friday, October 10, 2014 in in Room 125 - ASH Building 552.  The meeting was called to order by Dr. Wright, Chair at 9:40 a.m. 
	Phillip Balfanz, M.D.
	
	Valerie Kipfer, MSN, RN (non-voting)
	

	James Baker, M.D.
	Absent
	Lilani Muthali, M.D. (non-voting)
	

	Mary Bowers RN, BSN
	Absent
	Nina Muse, M.D. (non-voting)
	Absent

	Catherine Hall, Pharm.D.
	
	Jay Norwood, MSN, RN (non-voting)
	Absent

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

	Marla Knight, Pharm.D., CGP, FASCP (via phone) 
	
	Scott Schalchlin (non-voting)
	Absent

	Jeff Matthews, M.D.
	Absent
	Lauren Lacefield Lewis (non-voting)
	Absent

	Connie Millhollon, RN
	
	Kerry Raymond (non-voting)
	Absent

	Sharon Tramonte Pharm.D./Kenda Pittman, Pharm.D. 
	
	Vacant Center Position
	

	Ann L. Richards, Pharm.D.
	
	Vacant DADS Physician
	

	Robert L. Ward, D.O.
	Absent
	Vacant DADS Physician
	

	Jennifer Wright, M.D.
	
	
	


Introduction and Other Information
Dr. Tramonte is serving for Dr. Pittman until Dr. Pittman’s arrival from another meeting.
Approval of Minutes of July 18, 2014
On a motion of Ms. Millhollon, seconded by Dr. Balfanz, the minutes of the July 18th meeting were approved as previously distributed.  
Conflict of Interest
None of the Committee members reported any conflict of interest issues since the last meeting.  Dr. Tramonte did not have any conflicts to report.
Issues from the Clinical Directors’ Meeting
Dr. Baker was unavailable for the meeting, however, he provided the following written report on issues with telemedicine.  The Ryan Haight Act regulates anyone who delivers, distributes, or dispenses medication by means of the internet.  The Drug Enforcement Agency (DEA) treats a practitioner who prescribes medication following a telemedicine evaluation as covered under the Act.  Generally, a practitioner is in violation of the act if he or she does not perform at least one in-person assessment of the patient before prescribing medication.  The Act does exempt practitioners from the face-to-face requirement if he/she meets the federal definition (not the Texas definition) of practicing telemedicine.  On this issue, the most important point is that the federal definition still requires that the patient treated by telemedicine be physically located at a hospital or clinic that is itself registered with the DEA.  This federal, patient-location requirement is more stringent than Texas Medical Board requirement.  One possible solution is for the community centers to register with the DEA.  Clinics (defined by the DEA as “a physical location…at which…outpatient medical services are provided based upon authority granted by the State”) are one entity that may register, but they must show their state authority, typically through a State license and/or through a state controlled substance registration.  Apparently the Texas Department of Public Safety (DPS) won’t give community centers a controlled substance registration, probably because they are not licensed.  The community centers have argued that their authority does not come from a license, but rather is statutory and “includes – among other things- the authority to procure, administer, dispense or prescribe controlled substances in compliance with other applicable laws and regulatory requirements.”  Legally, however, it appears that others may have concern that that is not the case.  Short of community centers obtaining DPS/DEA numbers, it seems as if there would have to be a DEA-registered physician or mid-level practitioner at the patient end (precluding the need for telemedicine) or else telemedicine-dependent services would need to be provided in another licensed facility, such as a hospital emergency room.
The Committee did not have any solutions to offer Dr. Baker regarding this issue.
Adverse Drug Reaction Reports
The Executive Formulary Committee discussed several adverse drug reaction reports received from the field.  
In the first report, a 57 year old woman was admitted to an acute care psychiatric hospital on April 16, 2014 from jail (incarcerated since mid-March) for the treatment of Bipolar I disorder, depressed with psychosis, alcohol dependence per history, history of abdominal/liver laceration x2 in the past, and benzodiazepine abuse (alprazolam – Xanax®) per history.  She is blind in her right eye, had bilateral mastectomy s/p chemotherapy in 1994 and has chronic itching in her hands and feet.  Medications on admission: Sertraline (Zoloft®) 100 mg daily, hydroxyzine (Atarax®) 50  mg BID, and trazodone (Desyrel®) 100 mg at bedtime.  On the day of admission, she had baseline labs drawn which were within normal limits except for ALT elevated at 75 U/L (10 – 60).  Initially, she was given a brief trial of olanzapine (Zyprexa®) and then switched to aripiprazole (Abilify®) on April 24th.  On April 28th, she was started on carbamazepine (Tegretol®) 100 mg BID.  Then on April 30th it was increased to 200 mg BID and finally on May 5th was increased to carbamazepine 200 mg morning and 400 mg evening with a level that day of 4.7 mcg/mL.  On May 7th, follow-up hepatic function tests showed significantly increased AST 528 U/L (10 – 42), ALT 763 U/L and Alk Phos 326 U/L (38 – 126).  A hepatitis panel was negative and CEA level was normal.  On physical exam, the liver was enlarged 3-4 cm below costal margin.  Due to history of BRCA+ breast cancer and family history of her mother with metastasis to the liver, a liver ultrasound was performed and reported to be negative. Carbamazepine was tapered to 200 mg twice daily on May 7th with the last dose that evening.  All other medications including sertraline, trazodone, hydroxyzine and aripiprazole were continued.  A follow up hepatic panel was drawn on May 12th which was significantly improved with AST 46 U/L, ALT 194 U/L, and Alk Phos 254 U/L.
In the next case, a 26 year old Hispanic male was admitted to the psychiatric hospital with a history of treatment with divalproex (Depakote®), paroxetine (Paxil®), mixed amphetamine salts (Adderall®) or methylphenidate (Ritalin®) since his early teens.  However, he had not been receiving treatment recently.  He was treated at a medical hospital prior to his admission to the psychiatric hospital and all tests and labs were noted to be within normal limits except for some hypokalemia.  A CMP on admission was within normal limits except for slightly elevated serum calcium at 10.6 mg/dl.  TSH and lipids were normal and RPR and HIV were nonreactive.  Two days after admission, he was prescribed divalproex ER 1,500 mg in the morning, quetiapine (Seroquel®) 100 mg at bedtime and prazosin (Minipress®) 1 mg at bedtime.  A CBC obtained three days after admission was within normal limits except for an  ANC 1.2 K/mm3 (moderate neutropenia).  Quetiapine was increased four days after admission to 200 mg at bedtime and the other medications were continued as prescribed.  Nine days after admission, the CBC was within normal limits except ANC 0.6 K/mm3 (severe neutropenia), platelets 109 K/mm3 and a valproic acid level was within the therapeutic range at 97.7 mcg/mL.  All medications were discontinued and a follow-up CBC obtained the next day was much improved with an ANC of 1.4 K/mm3 and platelets 114 K/mm3.  The patient left the facility AMA later that day without further treatment or labs.
A 78 year old female had a bruise on the right thigh beginning in the mid-thigh to groin that was discovered at 11:30 pm on August 5, 2014.  No known trauma was observed prior to the discovery of the bruise.  The nurse stated the individual received a full assisted bath earlier that evening without any issues.  She cannot ambulate independently.  An X-ray was obtained on August 6th that indicated atypical right sub trochanteric femur fracture.  She was transferred to a hospital and an ORIF is pending.  The patient had been on alendronate (Fosamax®) from 2005 to 2009 and then on ibandronate (Boniva®) 2009 to current.  This is the fourth atypical fracture in five years at this facility and the second one that has occurred after a bath.  The individual is no longer on treatment for osteoporosis and has been referred to an endocrinologist.  The facility is investigating potential treatment prevention options (i.e., drug holidays, switching drugs) to reduce the number of atypical fractures.
A 51 year old Hispanic male was admitted to the psychiatric hospital on April 16, 2014 for treatment of Bipolar I disorder, most recent episode mixed with psychotic features.  He has a history of alcohol, heroin, and cocaine use.  Medical conditions include GERD, hyperlipidemia, CAD, and hypertension.  Baseline labs on admission showed RBCs slightly low at 4.26 M/mm3, hemoglobin slightly low at 13.1 g/dl, hematocrit slightly low at 38.8%, HDL slightly low 39 mg/dl, and triglycerides elevated at 171 mg/dl.  The remaining CBC, CMP, LFTs, GFR, TSH, and cholesterol panel were within normal limits.  UA was negative and UDS was positive for opiates.  On admission, the patient requested to be started on quetiapine (Seroquel®), oxcarbazepine (Trileptal®), trazodone (Desyrel®), bupropion (Wellbutrin®), and lamotrigine (Lamictal®).  Quetiapine, oxcarbazepine 150 mg BID, and bupropion were started on admission.  Oxcarbazepine was increased to 300 mg BID on April 18th, then to 600 mg BID on April 21st (sodium was 130 mmol/L same day), and finally 900 mg BID on April 24th.  The patient was transferred to a local medical hospital on May 4th initially for complaints of chest pain but was found to have severe hyponatremia with serum sodium of 120 mmol/L.  Oxcarbazepine was discontinued and normal saline 0.9% intravenously and salt tablets were administered.  The patient reported drinking about 2 liters of fluid per day.  A follow-up serum sodium on May 9th was 128 mmol/L.  He was transferred back to the psychiatric hospital on May 11th.  A repeat sodium was done on May 12th which was within normal limits at 139 mmol/L.
A 40 year old female was admitted to the psychiatric hospital for the treatment of bipolar disorder.  Medical conditions noted at the time of admission were GERD, nicotine dependence, alcohol dependence, history of recurrent pancreatitis, and history of seizures (last seizure 2 years ago; not prescribed anticonvulsants).  She denied other substance abuse or dependence.  She came into the hospital prescribed quetiapine (Seroquel®) 400 mg at bedtime.  Other medications prescribed at the time of admission include mirtazapine (Remeron®) 15 mg at bedtime, omeprazole (Prilosec®) 20 mg twice daily, promethazine 25 mg three times daily before meals, folic acid 1 mg in the morning and thiamine injection 100 mg daily.  An EKG on the day after admission showed significant QTc prolongation at 531 msec.  Admission labs including TSH, lipase/amylase, CMP and magnesium were within normal limits.  Toxicology screen was positive for benzodiazepines and THC.  Patient reports running out of prescribed alprazolam (Xanax®) 2 days prior to admission.  Quetiapine was discontinued after the abnormal QTc was discovered on the EKG and olanzapine (Zyprexa®) 15 mg at bedtime was prescribed along with the other medications.  Repeat EKGs were significantly improved after discontinuation of quetiapine with QTc 468 msec one week after admission and QTc 419 msec approximately 2 weeks after admission.  Potential confounding factor is a positive UDS for TCA approximately one week after admission.  Quetiapine can cause false positive TCA; however, quetiapine had been discontinued 6 days earlier.  She was placed on supervised visitation.  Of note, during a prior admission, the same patient also had QTc of 522 msec while prescribed quetiapine 300 mg at bedtime which resolved after discontinuation of quetiapine with a follow up QTc 1 week later of 453 msec.  In this case, on both occasions the QTc significantly improved after discontinuation of quetiapine; however, the potential for illicit or ingestion prior to admission or use of unapproved drug or medication during admission at the time of the elevated QTc cannot be excluded.  Both abnormal EKGs were obtained the day after admission.
A 48 year old male received a zoledronic acid (Reclast®) IV infusion on September 9, 2014.  On September 10th, he began running a fever [max 103.2 degrees; min was 99.4 degrees (in the morning)].  He had no upper respiratory symptoms.  Multiple labs were ordered and results were unremarkable.  Treatment with ibuprofen (Motrin®) and acetaminophen (Tylenol®) was administered on September 10th.  He was drowsy, but continued to have good appetite and fluid intake with normal output through the ileostomy bag.  The fever resolved on September 11th with no further intervention.
New Drug Applications
(Please refer to Attachment A for the monograph and application that were considered when determining action by the committee.)
Clozapine suspension (Versacloz®) - developed by Luis Finley, Pharmacy Student, presented by Dr. Richards
Clozapine suspension is available in a 50 mg/ml concentration in a 100 ml bottle.  In bioavailability studies (multiple-dose fed and fasted) Versacloz® was shown to be bioequivalent to Clozaril® (name brand product).  In the fasted portion of the study, concentration time profiles for Versacloz® and Clozaril® were superimposable and pharmacokinetic parameters were similar.  For the fed portion of the study, quicker absorption and earlier tmax were shown by Versacloz® and Mean Cmax was reduced by about 20% in both Versacloz® and Clozaril®.  All other pharmacokinetic parameters were similar.  In an open label multiple dose bioequivalence study between Clozaril® and Fazaclo®, it was determined that they were bioequivalent based on the FDA criteria.  The clozapine suspension comes with one 1-ml and one 9-ml syringe plus one syringe adapter for the bottle.  The bottle must be shaken for 10 seconds prior to each use.  The cost of clozapine suspension is the same as Fazaclo®.  Generic clozapine oral disintegrating tablets are available in 12.5 mg, 25 mg and 100 mg tablet sizes; but not in the 150 mg and 200 mg tablet strengths.  The cost of the clozapine suspension is significantly more than the generic clozapine tablets as well as the generic clozapine oral disintegrating tablets.  Clozapine suspension is a viable alternative for patients who cannot take clozapine tablets or clozapine oral disintegrating tablets.
Following discussion, on motion of Ms. Millhollon, seconded by Dr. Heidel, the request to add clozapine suspension (Versacloz®) to the formulary was approved.  Due to cost issues and availability of some generic oral disintegrating tablets, it was recommended to place clozapine suspension (Versacloz®) into the Tier 3 category in the Antipsychotic Tier Schedule.  Tier 3 requires approval of the Clinical Director.
DSHS vs Medicaid Formulary Comparison
A comparison between the DSHS and the Medicaid (Vendor Drug Program) Drug Formulary was completed by Luis Finley, pharmacy student.  See Attachment B for the comparison list.  The Medicaid Formulary posted on the vendor drug program website was used as the source document.  The Medicaid Formulary is broken down into Preferred or Non-Preferred drugs.  Non-preferred drugs require a prior authorization for which required specific criteria for use have been developed.  The Medicaid Drug Formulary is the minimum established formulary that is available to patients within the Medicaid system.  The majority of individuals on Medicaid utilize Manage Care Organizations (MCOs) for their care.  The drugs on the Medicaid Drug Formulary must be on the MCO’s Drug Formulary.  However, MCOs may have a more extensive drug formulary, but at the minimum, MCOs must cover drugs that are on the Medicaid Drug Formulary.  Medicaid does not cover drugs by diagnosis.  So an anticonvulsant being used to treat bipolar disorder is covered if the agent is on the Medicaid Preferred list or meets the criteria for non-preferred drug use.  In order to insure that a patient on Medicaid has access to a drug covered by this entity, one should select a drug on the Medicaid Preferred list.
Quetiapine (Seroquel®, Seroquel® XR) Purchases
Dr. Richards reviewed the State Hospital purchases and returns of Seroquel® and Seroquel® XR from July through September.  During this time, the hospitals did not purchase or return any Seroquel® products.  One facility did return Seroquel® XR to the wholesaler.  The Committee will continue to monitor the purchases to determine if this trend continues.
Drug Deletions
During the Formulary Sectional Review at the last meeting, it was recommended that procainamide be deleted.  Procainamide has not been added to the Pharmacy software system which implies that it has not been used within the state hospitals or the supported living centers.  The Committee did not receive any feedback regarding this recommendation. 
In preparing the Drug Formulary for review, it was noted that papain is only available on the market as a single entity as a powder.  Therefore, it was recommended that papain be deleted from the Formulary.
On a motion of Dr. Tramonte (on the behalf of Dr. Pittman), seconded by Dr. Heidel, the recommendations to delete procainamide and papain from Formulary were approved.  Feedback will not be obtained regarding the deletion of papain as it is only available in the powder form as a single entity. 
New Dosage Strengths
Dr. Richards noted that pregabalin (Lyrica®) 20 mg/ml oral solution is not on Formulary.  Pregabalin solution is only being used at one facility.  After consideration, it was recommended not to add pregabalin oral solution to Formulary at this time.
Psychotropic Audit Criteria & Guidelines - Antidepressants
The Antidepressant Audit Criteria and Guidelines have not been reviewed.
Psychotropic Audit Criteria & Guidelines – Chemical Dependence Adjunct
The Chemical Dependence Adjunct Audit Criteria and Guidelines have not been developed.
Psychotropic Audit Criteria & Guidelines – Mood Stabilizers
Dr. Richards noted that a Work Group has reviewed and updated the following audit criteria: carbamazepine (Tegretol®), oxcarbazepine (Trileptal®), lamotrigine (Lamictal®), lithium, valproic acid (Depakene®)/divalproex (Depakote®).  The goal is to present this section for the Committee’s review at the next meeting.
NIOSH List of Hazardous Drugs 2014
The NIOSH (National Institute for Occupational Safety and Health) List of Antineoplastic and Other Hazardous Drugs in Healthcare Settings, 2014 was reviewed.  This list can be found at the following website:
http://www.cdc.gov/niosh/docs/2014-138/
In updating this document, NIOSH placed hazardous drugs into the following groups:
· Group 1:  Antineoplastic drugs (AHFS Classification 10:00).  Note that many of these drugs may also pose a reproductive risk for susceptible population.
· Group 2:  Non-antineoplastic drugs that meet one or more of NIOSH criteria for hazardous drug.  Note that many of these drugs may also pose a reproductive risk for susceptible population.
· Group 3:  Drugs that primarily pose a reproductive risk to men and women who are actively trying to conceive and women who are pregnant or breastfeeding, because some of these drugs may be present in breast milk.
NIOSH considers drugs hazardous if they exhibit one or more of the following six characteristics in humans or animals:
· Carcinogenicity
· Teratogenicity or other developmental toxicity
· Reproductive toxicity
· Organ toxicity at low doses
· Genotoxicity
· Structure and toxicity profiles of new drugs that mimic existing drugs determined hazardous by the above criteria
For this edition of the hazardous drug list, NIOSH developed guidance for personal protective equipment and engineering controls for working with hazardous drugs in the healthcare settings.  Guidance is provided based on activity (i.e. splitting tablets, administering, compounding, etc.) taken with the hazardous drug.  Protective action recommended ranges from single gloving to respiratory protection along with other protective equipment.  See Attachment C.
On a motion of Dr. Heidel, seconded by Ms. Millhollon, the Committee recommended the following:
· This information be shared with all facilities
· That facilities develop an educational program to make healthcare workers aware of hazardous drugs and how to handle them
· That NIOSH’s recommendations for personal protective equipment and engineering controls for working with hazardous drugs in health care settings be approved
· That facilities provide the necessary personal protective equipment
Ms. Kipfer will share the necessary information with the state supported living centers.  This information has already been shared with the pharmacy directors.

Executive Formulary Committee Minutes	26	October 10, 2014

Drug Formulary Sectional Review-

Analgesics/Antipyretics Agents
Anticonvulsant Agents
Sedative and Hypnotic Agents

Dr. Hall provided the review on the agents in the Analgesic/Antipyretic section.  See Attachment D.  With the limitation of acetaminophen to 325 mg per dosage strength in prescription products, Dr. Hall recommended the Formulary deletion of the following:
· Acetaminophen 500 mg/hydrocodone 2.5 mg
· Acetaminophen 500 mg/hydrocodone 5 mg
· Acetaminophen 500 mg/hydrocodone 7.5 mg
· Acetaminophen 500 mg/hydrocodone 10 mg
· Acetaminophen 750 mg/hydrocodone 7.5 mg
On a motion of Dr. Tramonte (on behalf of Dr. Pittman), seconded by Dr. Heidel, the recommendation to delete these products was approved.  Feedback from the field will not be obtained as the higher strength acetaminophen products are no longer being made.
Dr. Hall provided the review on the agents in the anticonvulsant section.  See Attachment E.  In completing the review, Dr. Hall did recommend deleting primidone (Mysoline®) suspension as it is no longer being made at this time.  On a motion of Dr. Pittman, seconded by Dr. Heidel, the recommendation to delete primidone suspension from the Formulary was approved.  Since the product is no longer available, the Committee will not seek feedback from the facilities.
Dr. Muthali noted that many individuals with the state supported living centers may be on 3 or more anticonvulsants for the treatment of their seizure disorder.  It was suggested that the number of individuals on 3 or more anticonvulsants be determined and this information brought back to the Committee.
For the Sedative and Hypnotic sectional review, Dr. Hall recommended changing the section’s name to “Anxiolytics and Hypnotics.”  In addition, it was recommended to delete chloral hydrate (Noctec®) as it is no longer being manufactured.  On a motion of Dr. Heidel, seconded by Dr. Pittman the recommendation to change the section’s name and the deletion of chloral hydrate was approved.  Since chloral hydrate is no longer being manufactured at this time, feedback from the field will not be obtained.
Drug Formulary Table Review
Dr. Richards provided a summary of the changes recommended for the Drug Formulary tables.  The review/revision date was updated for all tables.
· Children and Adolescent Treatment of Behavioral Emergencies Intramuscular Short-Acting Agents
· Changed accessed date to 9-30-14 for Lexicomp® Online
· Adult Treatment of Behavioral Emergencies Intramuscular Short-Acting Agents
· Added reference #4 to hydroxyzine listing
· Updated reference #1 to current product information
· Changed  reference #3 to show accessed date to 9-30-14
· Antipsychotics
· Added trade name “Versacloz” to cloZAPine listing
· Antidepressants
· Added “225 mg XR” maximum daily adult  dose for venlafaxine XR
· Mood Stabilizers
· Removed an extra comma from the carBAMazepine listing
· Changed “Depakote” to “Divalproex” in the therapeutic serum concentration column
· Stimulants
· No changes
· Miscellaneous Drugs Used for Psychotropic Purposes
· No changes
· Anxiolytics
· No changes
· Sedatives and Hypnotics
· Delete “Sedatives and” from the table title
· Delete chloral hydrate as it is no longer manufactured
· Delete the two table references for chloral hydrate
· Therapeutic Serum Concentration of Some Anticonvulsants
· Add clobazam, lacosamide, pregabalin and rufinamide to the list of anticonvulsants that do not have an established therapeutic serum concentration
· Changed Lexicomp® Online accessed date to 10-8-14
On a motion of Dr. Heidel, seconded by Dr. Pittman, the recommended changes were approved.
Dr. Richards noted that Lexicomp® Online is now listing suggested therapeutic concentrations for some anticonvulsants.  The Committee recommended not adding the suggested concentrations to the therapeutic serum concentrations at this time.  Instead, the Committee recommended that these levels be reviewed at next year’s table review.
Drug Formulary Reserve Drug Review
Dr. Richards presented the reserve drugs.  Adenosine (Adenocard®), dopamine (Intropin®) and norepinephrine/levarterenol (Levophed®) were added based on July’s meeting.  With the addition of clozapine suspension, the trade name Versacloz® will be added to the clozapine.  On a motion of Dr. Heidel, seconded by Dr. Pittman, the recommended changes to the Reserve Drug List were approved.
DSHS/DADS 2015 Drug Formulary
The 2015 Drug Formulary was presented to the Committee.  Dr. Richards noted that the relative cost index has been modified for the 2015 Drug Formulary.  Previously, dollar signs were used to reflect the relative cost of medications in which more dollar signs meant higher cost.  With the 2015 version, the relative cost index has been assigned dollar values and an additional symbol (+) was added to identify expensive drugs.  It was recommended that the changes made in the meeting be included in the 2015 version.  On a motion of Dr. Pittman, seconded by Ms. Millhollon, the 2015 Drug Formulary was approved.
Dr. Richards will facilitate the updating of the Formulary and will arrange for posting on our website.
FDA Drug Safety Communications
In reviewing the FDA’s issued safety communications since the last meeting, it was determined that there were no warnings on drugs commonly used within our facilities. 
Quarterly Non-Formulary Drug Justification Report
For the fourth quarter of fiscal year 2014, all facilities reported use of non-formulary agents.  The DADS facilities submitted 778 non-formulary requests and the DSHS facilities had 470 requests. The following were the top non-formulary agents that were prescribed:
Levalbuterol (Xopenex®) solution
Insulin detemir (Levemir®)
Meningococcal conjugate vaccine (Menactra®)
Scopolamine patch (Transderm-Scop®)
Sectional Review for Next Meeting
The following sections will be reviewed at the next meeting:
Nasal/Mouth/Throat Agents
Otic Agents
Ophthalmic Agents
Other Issues
The following information was shared with the Committee members:
HealthDay reported that according to a study published in the July online journal PLoS One, antipsychotic medications “are associated with a slight decrease in both brain cells and connections between brain cells in schizophrenia patients.” Still, “this loss of what is called brain volume does not worsen schizophrenia symptoms or affect overall mental function,” according to this study of 33 patients with schizophrenia and 71 controls without schizophrenia. 
Reuters  reports that according to new research from the Karolinska Institute in Stockholm, a study of 64,000 Swedes over age 65 found that half of the 20 most commonly prescribed medications for seniors increase the risk of falls. The study found that painkillers and antidepressants were most closely linked to the increased likelihood of being injured in a fall. 
HealthDay reports that according to a study published Aug. 19 in the Annals of Internal Medicine, acute “kidney injury can be added to the list of possible harms related to use of three antipsychotic medications often prescribed to treat behavioral symptoms of dementia in older adults.” For the study, researchers examined health records of some 97,000 seniors over the age of 64 in Ontario, Canada, who were taking the atypical antipsychotics quetiapine (Seroquel®), olanzapine (Zyprexa®) or risperidone (Risperdal®); medicines which are often used “off-label” to treat agitation in people with dementia.   MedPage Today points out that use of atypical antipsychotics in this population was also tied to “an increased risk of hospitalization for: hypotension: RR 1.91 (95% CI 1.60-2.28), acute urinary retention: RR 1.98 (95% CI 1.63-2.40),” and “all-cause mortality: RR 2.39 (95% CI 2.28-2.50).” 
The New York Times reports in its “Well” blog of potential risks to newborn babies stemming from pregnant women’s use of selective serotonin reuptake inhibitor antidepressants such as fluoxetine (Prozac®). The piece notes that up to “14 percent of pregnant women take antidepressants,” and the FDA has warned that paroxetine (Paxil®) could be responsible for birth defects. The blog posting notes that the “prevailing attitude among doctors has been that depression during pregnancy is more dangerous to mother and child than any drug could be. Now a growing number of critics are challenging that assumption.” The paper points out that three new studies have highlighted concerns about long-term developmental effects for SSRIs, including one by researchers at Johns Hopkins University, who noted in April “that boys with autism were nearly three times more likely to have been exposed to S.S.R.I.s before birth than typically developing boys.” 
Medscape reports the FDA has given the green signal to a supplemental new drug application for UCB Inc.’s antiepileptic medication lacosamide (Vimpat®) “as monotherapy in treating partial-onset seizures in epilepsy patients aged 17 years or older.” The medicine has already received regulatory approval in the US “as adjunctive treatment for partial-onset seizures.” Medscape also notes that the agency “approved a new single-loading-dose administration option for all formulations of the drug used either as monotherapy or adjunctive therapy.” 
Bloomberg News reports that Actavis is “struggling to meet demand” for its Alzheimer’s therapy Namenda®, after “a higher-than-expected number of patients switched” to an extended-release version of the drug. Patents on the company’s 5mg and 10mg doses of Namenda® expire in October 2015, and in anticipation of the loss the company has been promoting the slower-version of the drug. Because of the supply problems, Actavis has “extended its schedule for discontinuing the 5-mg and 10-mg doses” from August until the end of 2014. 
Bloomberg News reports that “more than half of patients” suffering from “advanced dementia” often get medicines “of questionable benefit at a monthly cost of about $272,” citing researchers. The report, unveiled today by the journal JAMA Internal Medicine, “reviewed treatments for 5,406 nursing home residents, based on standards set by a medical panel,” Bloomberg notes. The piece notes that there is no “cure for patients with advanced dementia,” and those suffering from the disease usually don’t live beyond two years. “That mean treatments that fail to promote comfort are of ‘questionable benefit,” the study notes.  Such treatments not only raise medical costs, the Boston Globe notes, “but also put patients’ health at risk since many have a hard time swallowing pills or may be experiencing side effects that they can’t communicate to their healthcare providers.” Study author Jennifer Tjia, an associate professor of quantitative health sciences and medicine at University of Massachusetts Medical School, said, “They (patients) rarely recognize their family members and a minimal verbal ability of five words or less.” 
The Los Angeles Times reports that according to a study published online Sept. 9 in the BMJ, “older people who have relied on a class of drugs called benzodiazepines to reduce anxiety or induce sleep are at higher risk of going on to develop Alzheimer’s disease...with those whose use of the medications is most intensive almost twice as likely to develop the mind-robbing disorder.” For the study, researchers “compared the pattern of benzodiazepine use in 1,796 people elderly people diagnosed with Alzheimer’s with that of 7,184 similar people who had no such diagnosis.” The medications “specifically considered by the researchers were the short-acting anti-anxiety medications alprazolam (Xanax®), lorazepam (Ativan®), oxazepam (Seresta®) and diazepam (Valium®), and the longer-acting anti-seizure and ‘hypnotic’ drugs frequently used to treat insomnia: clonazepam (Klonopin®), flurazepam (Dalmane®), midazolam (Versed®), nitrazepam (Mogadon®), temazepam (Restoril®) and triazolam (Halcion®).” 
Medscape reports that according to a 168-patient study published in the September issue of the Journal of the American Academy of Child and Adolescent Psychiatry, youngsters “with attention-deficit/hyperactive disorder (AD/HD) and severe aggression may benefit from having an antipsychotic added to a psychostimulant medication as well as behavioral parent training.” The study’s lead author said, “I think what we learned from this study is that a combination of two medications, in this case, a stimulant and risperidone [Risperdal, Janssen Pharmaceuticals, Inc], may be helpful for some children, but the amount of additional benefit appears to be moderate.” An accompanying editorial “says it is...unclear how much initial ‘pretreatment’ should be provided before an antipsychotic is added.” The study received funding from the National Institute of Mental Health and the National Institutes of Health General Clinical Research Center. 
Reuters reports Alcobra Ltd. highlighted the benefits of its experimental ADHD treatment, noting it met the primary endpoints in phase 3 trials but only after the company removed data from patients who reacted positively to a placebo. The article notes the company has disclosed it plans to meet with FDA officials to discuss the future course of action for the development of the medicine. 
The New York Times reports that after the price of some generic medicines jumped “more than 1,000 percent in the last year,” Federal officials are “demanding” that generic pharmaceutical companies “explain the reasons for the increases or potentially face new regulation.” For instance, the price that hospitals and pharmacies “pay for a bottle of 500 tablets of doxycycline, a decades-old antibiotic,” soared “to $1,849 in April, from $20 in October 2013.” The paper also discusses the potential reasons for the jump in prices, pointing out, for example, that companies can leave the market, causing a reduction in supply and less competition. Still, “there has been increasing concern that, in some cases, prices rise because of questionable business practices or market manipulation,” the paper notes.
Medwire News reports that, according to the results of a 31,770-patient study published online Oct. 4 in the Journal of Affective Disorders, “patients with newly diagnosed bipolar disorder [BD] who have not previously used psychiatric drugs or have short hospital admissions should be targeted for prophylactic treatment.” Researchers “found that these patients were at an increased risk of not receiving prophylactic treatment, in the face of recommendations that all newly diagnosed bipolar disorder patients should be given such therapy.”
Next Meeting Date
The next meeting was scheduled for January 30, 2015.  
Adjourn
There being no further business, the meeting was adjourned at 1:33 p.m.

Approved:		Jennifer Wright, M.D.	
	Jennifer Wright, M.D., Chairman
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Attachment C
Personal Protective Equipment and Engineering Controls

	

Formulation
	

Activity
	

Double gloves
	
Protective gown
	

Eye protection
	
Respiratory protection
	Ventilated engineering controls

	Intact tablet or capsule
	Administration from unit-dose packaging
	No (single glove should be used.
	No
	No
	No
	N/A

	Tablets or capsules
	Cutting, crushing or otherwise manipulating tablets or capsules
	Yes
	Yes
	No
	Yes, if not done in a control device
	Yes+

	
	Administration
	Yes
	Yes
	No
	Yes, if powder generated
	N/A

	Oral liquid drug
	Compounding
	Yes
	Yes
	Yes, if not done in a control device
	Yes, if not done in a control device
	N/A

	
	Administration
	Yes
	Yes
	No^
	No^
	N/A

	Topical drug
	Compounding
	Yes
	Yes
	Yes
	Yes, if not done in a control device
	Yes+

	
	Administration
	Yes
	Yes
	Yes, if liquid that could splash^
	Yes, if inhalation potential
	N/A

	Ampoule
	Opening
	Yes
	Yes
	Yes, if not done in a control device
	Yes, if not done in a control device
	Yes, BSC or CACI

	Subcutaneous, intramuscular injection
	Preparation (withdrawing from vial or ampoule)
	Yes
	Yes
	Yes, if not done in a control device
	Yes, if not done in a control device
	Yes, BSC or CACI

	
	Administration from prepared syringe
	Yes
	Yes
	Yes, if liquid could splash^
	Yes, if inhalation potential^
	N/A

	[bookmark: _GoBack]Intravenous solution
	Compounding
	Yes
	Yes
	Yes, if not done in a control device
	Yes, if not done in a control device
	Yes, BSC or CACI; recommend use CSTD

	
	Administration of prepared solution#
	Yes
	Yes
	Yes, if liquid that could splash^
	Yes, if inhalation potential^
	N/A; recommend use of CSTD

	Solution for irrigation
	Compounding
	Yes
	Yes
	Yes, if not done in a control device
	Yes, if not done in a control device
	Yes, BSC or CACI; recommend use of CSTD

	
	Administration (bladder, limb perfusion, etc.)
	Yes
	Yes
	Yes
	Yes
	N/A

	Powder/solution for inhalation
	Inhalation
	Yes
	Yes
	Yes
	Yes
	Yes, when applicable


+  For nonsterile preparations, an engineering control such as a fume hood or Class I BSC is sufficient.  It is recommended that these activities be carried out in a control device, but is recognized that under some circumstances, it is not possible.  If the activity is performed in an engineering control that is used for sterile intravenous preparations, a thorough cleaning is required following the activity.
^  Required if patient may resist or if administered by feeding tube
#  Intravenous tubing already attached and primed.
BSC = Class II biological safety cabinet
CACI = Compounding aseptic containment isolator
CSTD = Closed system drug transfer device


Attachment D
Analgesics
[image: (Enlarge Slide)]
· NSAIDS inhibit production of prostaglandins by inhibiting enzymes COX-1 and COX-2
· COX-1
· “housekeeping” enzyme found in most tissues 
· prostaglandins produced by COX-1 pathway regulate 
· gastric cytoprotection, vascular homeostasis, platelet aggregation, kidney function
· COX-2
· usually undetectable in most tissues
· expression is increased during states of inflammation
· Renal risk
· ↓ blood flow to glomerulus by inhibiting production of vasodilating prostaglandins
· Risk factors for AKI
· older age, dm, renal insufficiency, heart failure
· The American Board of Internal Medicine, American Society of Nephrology advise avoiding NSAIDs in patients with hypertension, heart failure, diabetic or other chronic kidney disease  
[image: (Enlarge Slide)]
· Gastrointestinal risk
· long-acting NSAIDS (sustained release piroxicam, ketorolac) have ↑GI risk, may be secondary to longer mucosal exposure
· selective COX-2 inhibitors have ↓ gi risk
· celecoxib (Celebrex) 
· at least 20% ↓ bleeding risk than other NSAIDs
· effect may not persist when used > six months
· some traditional NSAIDs have some COX-2 selectivity
· meloxicam (Mobic), nabumetone (Relafen), etodolac (Lodine) 
· Cardiovascular risk
· Even in healthy people, NSAIDs ↑ risk of cv events (heart attack, stroke, death) to varying degrees
· NSAIDS may upset the balance between thromboxane A2 (produced by COX-1) and prostacyclin (produced by COX-2)
· thromboxane A2 causes vasoconstriction, platelet aggregation
· prostacyclin causes vasodilation
· overall effect may be vasoconstriction, platelet aggregation, thrombosis
· NSAIDs that are more COX-2 selective may have ↑ cv risk
· rofecoxib (Vioxx), valdecoxib (Bextra) withdrawn from the market because of cv risk
· celecoxib (Celebrex) indicated for the treatment of osteoarthritis, rheumatoid arthritis
· sustained COX-1 inhibition may → less cv risk
· naproxen (Naprosyn) has longer half-life than many traditional NSAIDs and may pose less cv risk
· February 2014, FDA advisory panel voted against changing naproxen labeling to highlight a lower cardiovascular risk profile (as compared to other NSAIDs)
· 9 panel members did believe that naproxen has ↓ risk of cv thrombotic events
· 16 members thought data were insufficient to make this claim
· indirect or observational data
	
	Low GI risk
	Moderate GI risk
	High GI risk

	Low CV risk
	Ibuprofen or other low-GI risk NSAID
	1. Celecoxib alone
2. NSAID plus PPI or misoprostol
3. NSAID plus double-dose H2-blocker (2nd line)
	1.  Avoid NSAIDs if possible
2. Celecoxib plus PPI or misoprostol

	High CV risk
	Naproxen
	1.  Naproxen plus PPI or misoprostol
2. Naproxen plus double-dose H2-blocker (2nd line)
	Avoid NSAIDs


· PRECISION
· Prospective Randomized Evaluation of Celecoxib Integrated Safety versus Ibuprofen or Naproxen
· Ongoing study, sponsored by Pfizer
· expected completion date = September 2015
· Assess the question of overall benefit:risk of celecoxib when compared to two most commonly prescribed traditional (non-selective) non-steroidal anti-inflammatory drugs (NSAIDs) in the treatment of arthritis pain
· enroll patients with OA or RA with or at risk of developing cv disease
· exclude subjects with recent CV event, unstable CV conditions  
· symptomatic benefit
· cv, gi, renal safety
· Some NSAIDs may interfere with ASA’s antiplatelet effect
· ASA irreversibly acetylates platelet COX-1	
· prevents formation of thromboxane A2 for the life of the platelet
· takes IR ASA 1 hour to cause complete platelet inhibition
· NSAIDs have reversible/variable antiplatelet effects, can’t be relied upon for cardiovascular protection
· If NSAID present in COX-1 channel, it can block ASA’s access to its site of action
· Sept 2006, FDA Info for Healthcare Professionals:  Concomitant Use of Ibuprofen and ASA
· With occasional use of ibuprofen, there is likely to be minimal risk from any attenuation of the antiplatelet effect of low dose ASA, because of the long-lasting effect of ASA on platelets
· Patients who use immediate release ASA and take a single dose of ibuprofen 400 mg should dose the ibuprofen at least 30 minutes or longer after ASA ingestion, or more than 8 hours before ASA ingestion to avoid attenuation of ASA’s effect
· Recommendations about timing of concomitant use of ibuprofen and enteric-coated low dose ASA cannot be made based upon available data
· Other nonselective OTC NSAIDs should be viewed as having the potential to interfere with effect of ASA unless proven otherwise

Attachment E
MEMORANDUM
To:		Executive Formulary Committee
From:		Catherine S. Hall, Pharm.D., BCPP, BCACP
Through:	Ann L. Richards, Pharm.D., BCPP
Subject:	Class Review – Anticonvulsant Agents
Date:		October 10, 2014
Recommendation:  Delete primidone (Mysoline) suspension 
[bookmark: _Toc376946664]Anticonvulsants
Barbiturates
	PHENobarbital (Luminal) Tab C-IV
	$ - $$

	PHENobarbital (Luminal) Elixir C-IV
	$$ - $$$$

	PHENobarbital (Luminal) Inj C-IV
	$$$$ - +

	Primidone (Mysoline) Tab
	$

	Primidone (Mysoline) Susp
	


Benzodiazepines
	Clobazam (Onfi) Tab C-IV
	$$$$$$- +

	Clobazam (Onfi) Susp C-IV
	$$$$$$- ++

	clonazePAM (KlonoPIN) Tab C-IV
	$ - $

	clonazePAM (KlonoPIN)  ODT C-IV
	$$ - $$$$

	Clorazepate (Tranxene) C-IV
	$$ - $$

	Diazepam (Valium) Tab C-IV
	$ - $$

	Diazepam (Valium) Sol C-IV
	$$ - $$$$

	Diazepam (Valium) Inj C-IV
	$$$$ - +

	Diazepam (Valium, Diastat) Rectal Gel C-IV
	+

	LORazepam (Ativan) Inj C-IV
	$$


Hydantoins
	Fosphenytoin (Cerebyx)
	$$$$ - $$$$$

	Phenytoin (Dilantin) Cap
	$$

	Phenytoin (Dilantin) Chew Tab
	$$


Succinimides
	Ethosuximide (Zarontin) Tab
	$ - $$$$

	Ethosuximide (Zarontin) Syrup 
	$$ - $$$$



[bookmark: x__Toc376946664]Anticonvulsants
Barbiturates
	PHENobarbital (Luminal) Tab C-IV
	$ - $$

	PHENobarbital (Luminal) Elixir C-IV
	$$ - $$$$

	PHENobarbital (Luminal) Inj C-IV
	$$$$ - +

	Primidone (Mysoline) Tab
	$


Benzodiazepines
	Clobazam (Onfi) Tab C-IV
	$$$$$$- +

	Clobazam (Onfi) Susp C-IV
	$$$$$$- ++

	clonazePAM (KlonoPIN) Tab C-IV
	$ - $

	clonazePAM (KlonoPIN)  ODT C-IV
	$$ - $$$$

	Clorazepate (Tranxene) C-IV
	$$ - $$

	Diazepam (Valium) Tab C-IV
	$ - $$

	Diazepam (Valium) Sol C-IV
	$$ - $$$$

	Diazepam (Valium) Inj C-IV
	$$$$ - +

	Diazepam (Valium, Diastat) Rectal Gel C-IV
	+

	LORazepam (Ativan) Inj C-IV
	$$

	 HydantoinsFosphenytoin (Cerebyx)
	$$$$ - $$$$$

	Phenytoin (Dilantin) Cap
	$$

	Phenytoin (Dilantin) Chew Tab
	$$

	 SuccinimidesEthosuximide (Zarontin) Tab
	$ - $$$$

	Ethosuximide (Zarontin) Syrup 
	$$ - $$$$


Anticonvulsants
Barbiturates
	PHENobarbital (Luminal) Tab C-IV
	$ - $$

	PHENobarbital (Luminal) Elixir C-IV
	$$ - $$$$

	PHENobarbital (Luminal) Inj C-IV
	$$$$ - +

	Primidone (Mysoline) Tab
	$


Benzodiazepines
	Clobazam (Onfi) Tab C-IV
	$$$$$$- +

	Clobazam (Onfi) Susp C-IV
	$$$$$$- ++

	clonazePAM (KlonoPIN) Tab C-IV
	$ - $

	clonazePAM (KlonoPIN)  ODT C-IV
	$$ - $$$$

	Clorazepate (Tranxene) C-IV
	$$ - $$

	Diazepam (Valium) Tab C-IV
	$ - $$

	Diazepam (Valium) Sol C-IV
	$$ - $$$$

	Diazepam (Valium) Inj C-IV
	$$$$ - +

	Diazepam (Valium, Diastat) Rectal Gel C-IV
	+

	LORazepam (Ativan) Inj C-IV
	$$


 Hydantoins
	Fosphenytoin (Cerebyx)
	$$$$ - $$$$$

	Phenytoin (Dilantin) Cap
	$$

	Phenytoin (Dilantin) Chew Tab
	$$


 Succinimides
	Ethosuximide (Zarontin) Tab
	$ - $$$$

	Ethosuximide (Zarontin) Syrup 
	$$ - $$$$


Miscellaneous Anticonvulsants
	carBAMazepine (TEGretol) Chew Tab
	$$ - $$$

	carBAMazepine (TEGretol) Tab
	$$ - $$$

	carBAMazepine (TEGretol) Susp
	$$ - $$$$

	carBAMazepine (TEGretol XR) Tab
	$$ - $$$$

	carBAMazepine (Carbatrol) Cap
	$$ - $$$$$

	Divalproex (Depakote) Sprinkles
	$$$ - +

	Divalproex (Depakote DR) Tab
	$$ -  $$

	Divalproex Depakote ER) Tab
	$$$$ - +

	Felbamate (Felbatol) Tab - RESERVE USE
	$$$$ - +

	Felbamate (Felbatol) Susp - RESERVE USE
	$$$$$$ - ++

	Gabapentin (Neurontin)
	$ - $

	Lacosamide (Vimpat) Tab C-V
	$$$$$ - $$$$$$

	Lacosamide (Vimpat) Oral Sol C-V
	$$$$ - +

	Lacosamide (Vimpat) Inj C-V
	$$$$$ - ++

	lamoTRIgine (laMICtal) Tab
	$ 

	lamoTRIgine (laMICtal) Chew Tab
	$$$$$ - ++

	leVETIRAcetam (Keppra) Tab
	$ - $

	leVETIRAcetam (Keppra) Sol
	$$-$$$

	OXcarbazepine (Trileptal) Tab
	$$ - $$

	OXcarbazepine (Trileptal) Sol
	$$$$ - +

	Pregabalin (Lyrica) C-V
	$$$$$

	Rufinamide (Banzel)
	$$$$$ - ++

	Tiagabine (Gabatril)
	$$$$$ - +

	Topiramate (Topamax) Tab
	$ - $$

	Topiramate (Topamax) Sprinkle
	$$$ - $$$$

	Valproate (Depakene) Cap
	$$ -  $$

	Valproate (Depakene) Liq
	$$ - $$$$

	Zonisamide (Zonegran)
	$ - $


PHENobarbital (Luminal) C-IV
Elixir: 20 mg/5 mL
Injection: 65 mg/mL, 130 mg/mL
Tablet: 8 mg, 15 mg, 16 mg, 30 mg, 32 mg, 60 mg, 65 mg, 100 mg
Primidone (Mysoline)
Suspension, oral: 250 mg/5 mL
Tablet: 50 mg, 250 mg
clonazePAM (KlonoPIN) C-IV
Tablet: 0.5 mg, 1 mg, 2 mg
Tablet, oral disintegrating: 0.125 mg, 0.25 mg, 0.5 mg, 1 mg, 2 mg
Clorazepate (Tranxene, Tranxene SD) C-IV
Tablet: 3.75 mg, 7.5 mg, 15 mg
Tablet, sustained release: 11.25 mg, 22.5 mg
Diazepam (Valium, Diastat) C-IV
Gel, rectal: 2.5 mg, 5 mg, 10 mg, 15 mg, 20 mg
Injection: 5 mg/mL
Solution, oral: 1 mg/mL, 5 mg/mL 
Tablet: 2 mg, 5 mg, 10 mg
LORazepam (Ativan) C-IV
Injection: 2 mg/mL, 4 mg/mL
Solution, oral: 2 mg/mL
Tablet: 0.5 mg, 1 mg, 2 mg
Clobazam (Onfi)
Suspension: 2.5 mg/mL
Tablet: 5 mg, 10 mg, 20 mg
Fosphenytoin (Cerebyx)
Injection: 100 Phenytoin Equivalents [PE]/2 mL, 500 PE/10 mL
Phenytoin (Dilantin)
Capsule, extended release: 30 mg, 100 mg
Capsule, immediate release: 100 mg, 200 mg, 300 mg
Injection: 50 mg/mL
Suspension, oral: 125 mg/5 mL
Tablet, chewable: 50 mg
Ethosuximide (Zarontin)
Capsule: 250 mg
Syrup: 250 mg/5 mL

carBAMazepine (TEGretol, TEGretol XR, Carbatrol)
Capsule, extended release: 100 mg, 200 mg, 300 mg
Suspension, oral: 100 mg/5 mL
Tablet: 200 mg
Tablet, chewable: 100 mg
Tablet, extended release: 100 mg, 200 mg, 400 mg
Divalproex (Depakote, Depakote ER, Divalproex ER)
Capsule, sprinkles: 125 mg
Tablet, delayed release: 125 mg, 250 mg, 500 mg
Tablet, extended release: 250 mg, 500 mg - RESERVE USE
Felbamate (Felbatol) - RESERVE USE
Suspension, oral: 600 mg/5 mL
Tablet: 400 mg, 600 mg
Gabapentin (Neurontin)
Capsule: 100 mg, 300 mg, 400 mg
Solution, oral: 250 mg/5 mL
Tablet: 400 mg, 600 mg, 800 mg
Lacosamide (Vimpat)
Oral Solution: 10 mg/mL
Injection: 10 mg/mL
Tablet: 50 mg, 100 mg, 150 mg, 200mg
lamoTRIgine (laMICtal)
Tablet: 25 mg, 100 mg, 150 mg, 200 mg
Tablet, dispersible/chewable: 2 mg, 5 mg, 25 mg
leVETIRAcetam (Keppra)
Solution, oral: 100 mg/mL
Tablets: 100mg, 250 mg, 500 mg, 750 mg, 1,000mg
OXcarbazepine (Trileptal)
Suspension, oral: 300 mg/5 mL
Tablet: 150 mg, 300 mg, 600 mg
Pregabalin (Lyrica)
Capsule: 25 mg, 50 mg, 75 mg, 100 mg, 150 mg, 200 mg, 225 mg, 300 mg
Rufinamide (Banzel)
Tablet: 200 mg, 400 mg
Tiagabine (Gabatril)
Tablet: 2 mg, 4 mg, 12 mg, 16 mg, 20 mg

Topiramate (Topamax)
Capsule, sprinkle: 15 mg, 25 mg
Tablet: 25 mg, 50 mg, 100 mg, 200 mg
Valproic Acid/Valproate (Depakene)
Capsule: 250 mg
Syrup: 250 mg/5 mL 
Zonisamide (Zonegran)
Capsule: 25 mg, 50 mg, 100 mg


Attachment E-2
· Number of antiepileptic drugs (AEDs) approved for use in the US has more than doubled in the past 15 years
	Before 1993
	1993-2005
	2009-2011

	Carbamazepine
	Felbamate
	Vigabatrin

	Clonazepam
	Gabapentin
	Rufinamide

	Diazepam
	Lamotrigine
	Lacosamide

	Ethosuccimide
	Levetiracetam
	Clobazam

	Lorazepam
	Oxcarbazepine
	Ezogabine

	Phenobarbital
	Pregabalin
	

	Phenytoin
	Tiagabine
	

	Primidone
	Topiramate
	

	Valproic acid
	Vagus nerve stimulation
	

	
	Zonisamide
	


Mayo Clin Proc.  September 2012:87(9);879-889
· Most AEDs work through several concurrent mechanisms
· ↓ neuronal excitability
· Sodium and calcium channel modulation
· ↑ neuronal inhibition 
· GABA receptors
· Action potential (nerve impulse)
· Change in voltage that occurs across the nerve membrane when an impulse is triggered
[image: \\dshssahfd01\users\catherinesh0981\My Pictures\neuron.jpg]
· Action potential starts in the axon hillock
· Axon hillock = region of cell body where axon leaves plus the first portion of the axon
· Impulse propagated along the axon to axon terminals
· Axon terminal ends in synaptic knob
· Synaptic knob contains synaptic vesicles, which store neurotransmitters
· When impulse (action potential) reaches the axon terminal, change in potential opens voltage-gated Ca channels in synaptic knob
· Ca flows in and causes release of neurotransmitters into synapse
[image: \\dshssahfd01\users\catherinesh0981\My Pictures\synapse.gif]
· Neuron-to-neuron synapse 
· Junction between axon terminal of one neuron and the dendrites (or cell body) of a second neuron 
· Dendrites receive signals from other neurons and carry signal toward the cell body
· Two types of synapses
· Excitatory
· Increased permeability of subsynaptic membrane to Na+ and K+ 
· Inhibitory
·  Increased permeability of subsynaptic membrane to K+ or Cl−
[image: \\dshssahfd01\users\catherinesh0981\My Pictures\action_potential.jpg]


Attachment F
MEMORANDUM
To:		Executive Formulary Committee
From:		Catherine S. Hall, Pharm.D., BCPP, BCACP
Through:	Ann L. Richards, Pharm.D., BCPP
Subject:	Class Review – Sedatives and Hypnotics
Date:		October 10, 2014
Recommendation:  Change section name to “Anxiolytics and Hypnotics”, delete chloral hydrate (Noctec)
[bookmark: _Toc376946663]Anxiolytics and Hypnotics
Benzodiazepines
	ALPRAZolam (Xanax) TabC-IV 
	$

	ALPRAZolam (Xanax XR) Tab C-IV
	$

	clonazePAM (KlonoPIN)  Tab C-IV
	$

	clonazePAM (KlonoPIN) ODT C-IV
	$$

	Diazepam (Valium) Tab C-IV
	$

	Diazepam (Valium) Sol C-IV
	$$ -$$ 

	Diazepam (Valium)  Inj C-IV
	$$ - $$$$$

	LORazepam (Ativan) Tab C-IV
	$

	LORazepam (Ativan) Sol C-IV
	$ - $$

	LORazepam (Ativan) Inj C-IV
	$ - $$

	Midazolam (Versed) C-IV
	$ - $$

	Oxazepam (Serax) C-IV
	$$ - $$$$

	Temazepam (Restoril) C-IV
	$

	Triazolam (Halcion) C-IV
	$


Miscellaneous Sedative and Hypnotics
	Chloral Hydrate (Noctec) C-IV
	

	diphenhydrAMINE (Benadryl)
	$

	traZODone (Desyrel)
	$

	Zaleplon (Sonata) C-IV
	$ - $$

	Zolpidem (Ambien) C-IV
	$



Anticonvulsants
Barbiturates
	PHENobarbital (Luminal) Tab C-IV
	$ - $$

	PHENobarbital (Luminal) Elixir C-IV
	$$ - $$$$

	PHENobarbital (Luminal) Inj C-IV
	$$$$ - +

	Primidone (Mysoline) Tab
	$


Benzodiazepines
	Clobazam (Onfi) Tab C-IV
	$$$$$$- +

	Clobazam (Onfi) Susp C-IV
	$$$$$$- ++

	clonazePAM (KlonoPIN) Tab C-IV
	$ - $

	clonazePAM (KlonoPIN)  ODT C-IV
	$$ - $$$$

	Clorazepate (Tranxene) C-IV
	$$ - $$

	Diazepam (Valium) Tab C-IV
	$ - $$

	Diazepam (Valium) Sol C-IV
	$$ - $$$$

	Diazepam (Valium) Inj C-IV
	$$$$ - +

	Diazepam (Valium, Diastat) Rectal Gel C-IV
	+

	LORazepam (Ativan) Inj C-IV
	$$


Hydantoins
	Fosphenytoin (Cerebyx)
	$$$$ - $$$$$

	Phenytoin (Dilantin) Cap
	$$

	Phenytoin (Dilantin) Chew Tab
	$$


Succinimides
	Ethosuximide (Zarontin) Tab
	$ - $$$$

	Ethosuximide (Zarontin) Syrup 
	$$ - $$$$


Anticonvulsants
Barbiturates
	PHENobarbital (Luminal) Tab C-IV
	$ - $$

	PHENobarbital (Luminal) Elixir C-IV
	$$ - $$$$

	PHENobarbital (Luminal) Inj C-IV
	$$$$ - +

	Primidone (Mysoline) Tab
	$



Benzodiazepines
	Clobazam (Onfi) Tab C-IV
	$$$$$$- +

	Clobazam (Onfi) Susp C-IV
	$$$$$$- ++

	clonazePAM (KlonoPIN) Tab C-IV
	$ - $

	clonazePAM (KlonoPIN)  ODT C-IV
	$$ - $$$$

	Clorazepate (Tranxene) C-IV
	$$ - $$

	Diazepam (Valium) Tab C-IV
	$ - $$

	Diazepam (Valium) Sol C-IV
	$$ - $$$$

	Diazepam (Valium) Inj C-IV
	$$$$ - +

	Diazepam (Valium, Diastat) Rectal Gel C-IV
	+

	LORazepam (Ativan) Inj C-IV
	$$


 Hydantoins
	Fosphenytoin (Cerebyx)
	$$$$ - $$$$$

	Phenytoin (Dilantin) Cap
	$$

	Phenytoin (Dilantin) Chew Tab
	$$


 Succinimides
	Ethosuximide (Zarontin) Tab
	$ - $$$$

	Ethosuximide (Zarontin) Syrup 
	$$ - $$$$


ALPRAZolam (Xanax, Xanax XR) C-IV
Tablet: 0.25 mg, 0.5 mg, 1 mg, 2 mg
Tablet, sustained release: 0.5 mg, 1 mg, 2 mg, 3 mg
clonazePAM (KlonoPIN) C-IV
Tablet: 0.5 mg, 1 mg, 2 mg
Tablet, oral disintegrating: 0.125 mg, 0.25 mg, 0.5 mg, 1 mg, 2 mg
Diazepam (Valium, Diastat) C-IV
Gel, rectal: 2.5 mg, 5 mg, 10 mg, 15 mg, 20 mg
Injection: 5 mg/mL
Solution, oral: 1 mg/mL, 5 mg/mL 
Tablet: 2 mg, 5 mg, 10 mg
LORazepam (Ativan) C-IV
Injection: 2 mg/mL, 4 mg/mL
Solution, oral: 2 mg/mL
Tablet: 0.5 mg, 1 mg, 2 mg
Midazolam (Versed) C-IV
Injection: 1 mg/mL, 5 mg/mL

Oxazepam (Serax) C-IV
Capsule: 10 mg, 15 mg, 30 mg
Tablet: 15 mg
Temazepam (Restoril) C-IV
Capsule: 7.5 mg, 15 mg, 30 mg
Triazolam (Halcion) C-IV
Tablet: 0.125 mg, 0.25 mg
Chloral Hydrate (Noctec) C-IV
Capsule: 500 mg
Syrup: 500 mg/5 mL
diphenhydrAMINE (Benadryl)
Capsule: 25 mg, 50 mg
Cream, topical: 2%
Injection: 50 mg/mL
Liquid, oral: 12.5 mg/5 mL
Lotion: 1% 
Tablet: 25 mg, 50 mg
traZODone (Desyrel)
Tablet: 50 mg, 100 mg, 150 mg, 300 mg
Zaleplon (Sonata) C-IV
Capsule: 5 mg, 10 mg
Zolpidem (Ambien) C-IV
Tablet: 5 mg, 10 mg
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Attachment A

APPENDIX 1: NEW DRUG APPLICATION FORM

TEXAS DEPARTMENT OF MENTAL HEALTH AND MENTAL RETARDATION

NEW DRUG APPLICATION
(for inclusion in the DSHS/DADS Drug Formulary)

** (THE NEW DRUG APPLICATION PROCESS IS DESCRIBED ON THE BACK OF THIS FORM.) **

Date: _August 15, 2014
Name of practitioner submitting the application: Anthony Claxton, MD

Name of entity with which the practitioner is associated by employment or contract (i.e., state hospital, state

school, state center, or local authority (state-operated community services (SOCS) or community MHMR center)):

Terrell State Hospital
Information regarding new drug:
Therapeutic Classification | Atypical antipsychetic
Generic Name Clozapine oral suspension
Trade Name(s) Versacloz
Manufacturer(s) Jazz
Dosage Form(s) 50 mg/ 1 ml of suspension

Explain the pharmacological action or use of this drug:
Treatment resistant Schizophrenia
Reduction is the risk of recurrent suicidal behavior in Schizophrenia or Schizoaffective Disorder

Explain the advantages of this drug over those listed in the formulary:
Monitor for compliance/ prevent cheeking
Patients who bave difficulty swallowing tablets

State which drugs this new drug would replace or supplement:
Clozapine tablets

*ll"t***#**************##************************t*#************#********************#

Dapplication is approved

signature of chairman of facility pharmacy and therapeutics committee

B Ll
%pplicalion is appropriate and complete 4/ 2
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