DADS/DSHS EXECUTIVE FORMULARY COMMITTEE MINUTES

January 27, 2012
The Executive Formulary Committee convened on Friday, January 27, 2012 in Conference Room 240 - CO Building 2.  The meeting was called to order by Dr. Matthews, Chair at 9:42 a.m. 

	Emilie A. Becker, M.D.
	(
	Robert L. Ward, D.O. 
	(

	Mary Bowers RN, BSN  (via phone)
	(
	Valerie Kipfer, MSN, RN (non-voting)
	Absent

	Catherine Hall, Pharm.D.
	(
	Lilani Muthali, M.D. (non-voting)
	(

	Jeanna Heidel, Pharm.D.
	(
	Nina Muse, M.D. (non-voting)
	Absent

	Tran Quan, D.O.
	Absent
	Jay Norwood, MSN, RN (non-voting)
	Absent

	Marla Knight, Pharm.D., CGP, FASCP
	(
	Peggy Perry (non-voting)
	Absent

	Jeff Matthews, M.D.
	(
	Chris Adams (non-voting)
	Absent

	Connie Millhollon, RN
	(
	Mike Maples (non-voting)
	Absent

	Victoria Morgan, M.D.
	(
	Kerry Raymond (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: Young You, Pharmacy Student - ASH; Erin Skehan, Pre-Pharmacy Student Volunteer - ASH
Introduction and Other Information
The guests were introduced to the Committee members
Approval of Minutes of October 14, 2011
On a motion of Dr. Heidel, seconded by Ms. Millhollon, the minutes of the October 14th meeting were approved as previously distributed.  

Conflict of Interest Disclosure Forms

The Committee members submitted their annual disclosures.  Most members reported no conflicts of interest.  Two Committee members reported attending CE lunch or dinner programs that had meals provided.  The Committee did not think this would be an issue in their decision making process.
The individual completing the dapsone drug monograph completed her disclosure form.  No conflicts were noted.
Adverse Drug Reaction Reports

The Executive Formulary Committee discussed several adverse drug reactions.
In the first case, a 37 year old African American male was admitted on 4/19/2011 with a diagnosis of schizoaffective disorder bipolar type and history of polysubstance abuse including marijuana, PCP, cocaine, and alcohol as well as past tobacco abuse.  His medical conditions included obesity, corneal transplant in each eye (left 2008 and right 2009) with nonadherence to prescribed steroid eye drops and dental problems.  Initially, he was prescribed risperidone (Risperdal®) 2 mg twice daily for psychosis.  On April 26th, a CBC showed a WBC of 3.6 K/mm3 and ANC of 1.3 K/mm3.  The patient was then started on olanzapine (Zyprexa® Zydis™) 10 mg at bedtime for his psychosis and the risperidone therapy was discontinued on April 28th.  Olanzapine was titrated up to 20 mg twice daily and oxcarbazepine (Trileptal®) 300 mg twice daily was added for mood stabilization on May 11th and titrated to a dose of 900 mg twice daily by June 3rd.  On June 7th, the CBC showed a WBC of 3.9 K/mm3 and ANC of 1.1 K/mm3.  Due to low WBC and ANC, the olanzapine was tapered and ultimately discontinued on June 13th and haloperidol (Haldol®) was initiated.  On June 14th, the CBC showed WBC of 6.7 K/mm3 and ANC of 3.1 K/mm3.  Haloperidol was titrated to 10 mg twice daily and oxcarbazepine was continued.  By July 1st, the WBC had dropped to 3.4 K/mm3 and ANC was at 0.7 K/mm3 (nadir).  Due to nonadherence to oral haloperidol, he received haloperidol decanoate 100 mg IM on July 15th and again on July 20th with his subsequent doses of 200 mg scheduled every 4 weeks.  By July 18th, his WBC and ANC were at 4.7 K/mm3 and 2.2 K/mm3, respectively.  On August 11th, his CBC revealed a WBC of 3.7 K/mm3 and ANC of 0.7 K/mm3 (second nadir).  Oxcarbazepine was decreased to 600 mg twice daily.  While the WBC and ANC increased slightly following the dose reduction of oxcarbazepine, the WBC and ANC were still low on August 23rd with levels being 3.8 K/mm3 and 1.0 K/mm3, respectively.  Lithium was added on August 30th with a dose of 300 mg in the morning and 600 mg at night.  A CBC obtained on August 30th showed WBC of 4.6 K/mm3 and ANC of 1.7 K/mm3.  On September 1st, the WBC and ANC were 3.9 K/mm3 and 1.1 K/mm3.  These increased further to 6.7 K/mm3 and 3.4 K/mm3, respectively on October 10th.  On September 27th, an oncology consult was ordered to further evaluate the etiology of the leukopenia/neutropenia.  The oncologist concluded that the low ANC was likely drug induced due to oxcarbazepine.  Per the physician’s advice, oxcarbazepine was discontinued on October 10th.  The CBC on October 18th showed a decrease of both WBC and ANC to 4.5 K/mm3 and 1.4 K/mm3, respectively, but on October 25th the WBC had increased to 5.1 K/mm3 and ANC to 2.1 K/mm3.

A 39 year old female admitted to the hospital on 7/20/11 with a diagnosis of bipolar I disorder, manic with psychotic features.  The only known drug allergies at the time of admission were abacavir (Ziagen®) and penicillin.  Admission labs were mostly within normal limits including a negative urine drug screen; normal CMP except BUN 5 mg/dl, T bilirubin 1.2 mg/dl, AST 68 U/L and ALT 82 U/L; lipids within normal limits; and CBC within normal limits (WBC 9.1 K/mm3) except RBC 3.94 M/mm3, hematocrit 34.6% and absolute monocytes 0.8 K/mm3; negative serum pregnancy test; and TSH 0.73 MU/L.  She was initially prescribed clindamycin (Cleocin®) 300 mg four times daily for cellulitis of the right lower extremity and haloperidol (Haldol®) 5 mg three times daily for psychosis and mood.  By July 26th her cellulitis was only slightly improved so doxycycline (Vibramycin®) 100 mg twice daily was added to her medication regimen and the clindamycin was discontinued on July 28th.  In addition, on July 27th, divalproex ER (Depakote® ER) 1,000 mg at bedtime was added to her medication regimen.  On the morning of July 29th at 10:30 am, the patient was complaining of shortness of breath, drooling with some difficulty swallowing, no tongue edema, small pin point macular rash on arms, chest and neck.  Both the doxycycline and divalproex ER were discontinued due to suspected allergic reaction and cephalexin (Keflex®) was prescribed for the cellulitis instead as the patient reported being given this medication in the past without allergic event.  The patient was administered epinephrine 0.5 mg IM for the allergic reaction at 10:40 am and later received diphenhydramine 50 mg orally at 8:45 pm and 11:45 pm for complaints of itching.  At medical clinic follow-up on August 3rd,the rash was noted to be resolving with no notation of shortness of breath or other allergic symptoms.  The patient was later re-challenged with divalproex on August 16th due to history noting that the patient had been on this medication for years without allergic reaction.  The patient was later discharged without subsequent allergic event so the allergy was suspected to be secondary to doxycycline rather than divalproex.  Doxycycline was added to the patient’s allergy list.

A 45 year old African American male diagnosed with schizophrenia with history of medication nonadherence was prescribed fluphenazine (Prolixin®) 10 mg twice daily along with fluphenazine decanoate 50 mg q 2 weeks.  His last dose of fluphenazine decanoate prior to medication shortage was 6/24/11.  During that interim, the patient only received oral fluphenazine until July 28th when he received a dose of haloperidol (Haldol®) decanoate 100 mg IM.  Shortly thereafter, fluphenazine decanoate again became available and he received a dose of fluphenazine decanoate 75 mg IM on August 4th.  On August 7th, the patient was transferred to a local medical hospital due to lethargy with altered sensorium, hypotension, tachycardia and decreased oxygen saturation.  He was empirically treated with a 5-day course of antibiotics; however, no infectious etiology was identified.  A swallow study showed significant difficulty with swallowing solids and liquids.  A chest x-ray was consistent with pneumonia and he was diagnosed with bilateral aspiration pneumonia and hypoxic respiratory failure.  A possible etiology for the onset of aspiration was secondary to dysphagia from antipsychotic therapy.  In addition, a work-up for active TB was negative as the patient had a history of exposure to someone with active TB.  Therefore, treatment for latent TB infection was initiated with isoniazid 300 mg daily and pyridoxine 50 mg daily, to be continued for 9 months.  He was transferred back to the State Hospital on August 17th improved and on no antipsychotic therapy at that time.  Later, quetiapine (Seroquel®) and subsequently olanzapine (Zyprexa®) (discharge dose of 5 mg/day) were tried without reoccurrence of difficulty swallowing or aspiration pneumonia noted.

The third adverse drug reaction involved long acting injections.  This raised the issue as to how long after a long acting injection has been discontinued will WORx™ and CWS check for drug interactions and therapeutic duplications.  It was suggested that maybe long acting injections should be entered as one time doses with a stop date based on its pharmacokinetic parameters.  Another possibility is to use the WORx™ Intelligent Alerts to alert pharmacists verifying orders that there was an order for a long acting injection.  At this time, there isn’t enough information to know if the Intelligent Alerts will work in this scenario.
New Drug Applications

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

Aluminum chloride hexahydrate (Drysol®) - presented by Dr. Richards (developed by Dipa Patolia Pharm.D. student reviewed by Ann L. Richards, Pharm.D., BCPP)
Aluminum chloride hexahydrate is an antiperspirant that is used topically in the treatment of hyperhidrosis.  Hyperhidrosis may be primary (physiologic, idiopathic, essential, possibly hereditary) or secondary.  Secondary hyperhidrosis is associated with neurologic, endocrinologic, metabolic, or other such disorders; febrile illness; malignancy; or drugs.  Aluminum chloride hexahydrate may cause local irritation (e.g., burning, stinging, itching, tingling), which resolves with temporary discontinuation.  If a rash or skin reaction develops during therapy, the drug should be discontinued and the area should be evaluated by a clinician.  Topical sodium bicarbonate (baking soda) or a low dose corticosteroid cream may be used to limit or treat the irritation.  
Following discussion, on motion of Ms. Millhollon, seconded by Dr. Ward, the request to add aluminum chloride hexahydrate (Drysol®) to the formulary was approved.  The Formulary Drug Check List was completed.  
Acamprosate (Campral®)
The updated acamprosate monograph was not available for the meeting.  It will be presented at the next meeting.
Possible TAC Change

Previously, it was recommended that the tardive dyskinesia exam be done every 6 months for typical antipsychotics and every 12 months for atypical antipsychotics, unless the patient was at high risk for developing tardive dyskinesia, then it was 3 months and 6 months, respectively.  At the time, the TAC, Chapter 415, Subchapter A, “Prescribing of Psychoactive Medication,” required the exam for tardive dyskinesia be completed every three months.  The Psychotropic Audit Criteria Work Group discussed this issue and recommended that the evaluation for tardive dyskinesia be completed every three months since many patients in our population have been exposed to both typical and atypical antipsychotics.  Therefore, the recommendation to change the TAC for monitoring tardive dyskinesia is no longer valid.
Dr. Becker noted that this TAC is scheduled to be reviewed in the future.
Psychotropic Consent List

The following changes were made to the Psychotropic Consent List:
Antipsychotics

· Added “Reserve” to clozapine (Clozaril®, Fazaclo®) and iloperidone (Fanapt®)

· Deleted “nonformulary” from lurasidone

· Deleted molindone (Moban®) as it is no longer being manufactured
Anxiolytics/Sedatives/Hypnotics

· Deleted amobarbital (Amytal®) based on deleting it from Formulary

Mood Stabilizers

· Deleted topiramate (Topamax®) from this section based on the MicroMedex™ statement that studies in bipolar disorder do not support its use in the management of this disorder
Miscellaneous Drugs

· Added clonidine ER (Kapvay®) nonformulary
In discussing the removal of topiramate from the Mood Stabilizers section, it was noted that topiramate is useful in alcohol dependence and that a section for medications used for the treatment of chemical dependency should be added to the Consent Listing.  Therefore, the following section was recommended for addition:

Chemical Dependency Adjuncts

acamprosate (Campral®)

disulfiram (Antabuse®)

naltrexone (ReVia®, Vivitrol®)
topiramate (Topamax®)

In addition, it was recommended that topiramate be removed from the Mood Stabilizers table in the Drug Formulary.
On a motion of Dr. Ward, seconded by Dr. Heidel, the Psychotropic Consent List was approved as modified.  See attachment B.
Quetiapine (Seroquel®) Generic Status

It was noted that quetiapine immediate release will lose its patent during the first quarter of 2012.  Currently the FDA has given tentative approval for the following products:
	Dosage Form
	Strength
	Company

	Tablet
	25 mg
	Dr Reddys Labs

	Tablet
	Multiple strengths
	Teva

	Tablet
	Multiple strengths
	Roxane

	Tablet, Extended
	Multiple Strengths
	Handa

	Tablet, Extended
	Multiple Strengths
	Accord Healthcare


It has been the belief of the Committee that the manufacturer lowered the price of Seroquel® XR in order to encourage clinicians to prescribe this product versus the immediate release so that when the immediate release was available generically, the manufacturer would be less impacted by loss of market share.  To date, the Committee has not added the Seroquel® XR product to the Formulary.  With the generic version of quetiapine immediate release coming to market in the near future, it was suggested that a memo be distributed to the field regarding its generic status along with information regarding possible pricing differences between the generic immediate release and the Seroquel® XR product.  In addition, it was recommended that pertinent pharmacokinetic parameters be included in the memo.
Drug Deletion

At October’s meeting it was recommended to delete mephobarbital (Mebaral®) and amobarbital (Amytal®) from the Formulary.  The Committee did not receive any objections from the field; therefore these drugs will be deleted from the Formulary.
New Dosage Strengths

The Committee reviewed the following dosage strengths for addition to the following:
	Drug Name
	Addition
	Already on

	Levofloxacin (Levaquin®)
	Infusion: 750 mg

Solution: 250 mg/10 ml
	Infusion: 250 mg, 500 mg

Tablet: 250 mg, 500 mg, 750 mg

	Fluconazole
	Suspension: 40 mg/ml
	Tablet: 100 mg, 150 mg, 200 mg, 250 mg, 500 mg


On the recommendation of Dr. Heidel, seconded by Dr. Morgan, the recommendation to add these dosage strengths to the Formulary was approved.
Lacosamide (Vimpat®) Review

Lacosamide was added to the Formulary approximately six months ago.  Since it was a newly marketed drug at the time of addition, the Committee is reviewing adverse drug reactions and medication errors that may have been reported.  Dr. Richards contacted the Pharmacy Directors regarding adverse drug reactions and medication errors.  Twelve facilities responded.  One facility did have an adverse drug reaction report involving lacosamide, however, under further investigation, it was determined that the adverse drug reaction was probably due to an inadequate taper of phenobarbital with the lacosamide titration.  One facility did report one medication error in which a pharmacy technician pulled pregabalin (Lyrica®) instead of lacosamide.  This was caught and corrected by the pharmacist.  Two State Supported Living Centers have completed a drug use evaluation for lacosamide.  Both facilities reported positive results with a reduction in seizure activity.  Based on this feedback, the Committee did not recommend any further monitoring.
Psychotropic Audit Criteria & Guidelines
A Work Group consisting of Dr. Claxton, Dr. Mareth, Dr. Mican, Dr. Porto, Dr. Race, Dr. Richards and Dr. Ward met to review and revise the Antipsychotic Audit Criteria and Guidelines.  The following is a summary of the changes made by the Work Group:
Typical Oral Antipsychotics

· Deleted molindone (Moban®) as it is no longer being manufactured

· Precautions – deleted any precaution that was listed in the relative contraindications

· Drug Interactions

· added prochlorperazine and promethazine to the agents that can cause EPS

· added strong inhibitors or inducers of Cytochrome P450

· added the major metabolic pathways

· Side Effects – rearranged the listing based on systems

· Patient Monitoring – changed the tardive dyskinesia evaluation to every 3 months and as clinically indicated

Thioridazine and Mesoridazine
· Deleted mesoridazine (Serentil®) as it is no longer being manufactured

· Absolute Contraindications

· rearranged the listing based on systems

· added known poor CYP2D6 metabolizer

· added concomitant use with drugs that inhibit thioridazine metabolism (fluvoxamine, propranolol, pindolol)
· added concomitant use with drugs that inhibit CYP2D6 (fluoxetine, paroxetine)

· Precautions – deleted any precaution that was listed in the relative contraindications

· Drug Interactions

· added concomitant use with drugs that inhibit thioridazine metabolism (fluvoxamine, propranolol, pindolol)

· added concomitant use with drugs that inhibit CYP2D6 (fluoxetine, paroxetine)

· added concomitant use of CYP2D6 inducers

· Side Effects – rearranged the listing based on systems

· Patient Monitoring – changed the tardive dyskinesia evaluation to every 3 months and as clinically indicated

Clozapine
· Absolute Contraindications – rearranged the listing based on systems

· Precautions

· deleted any precaution that was listed in the relative contraindications

· added phenylketonurics (Fazaclo®)

· Drug Interactions

· added prochlorperazine and promethazine to the agents that can cause EPS

· added strong inhibitors or inducers of Cytochrome P450 (1A2)

· Side Effects – rearranged the listing based on systems

· Patient Monitoring

· changed the tardive dyskinesia evaluation to every 3 months and as clinically indicated

· added annually to the EKG parameter
· added troponin and C-reactive protein as clinically indicated for suspected myocarditis

Typical Long Acting Injectable Antipsychotics

· Relative Contraindications – rearranged the listing based on systems

· Precautions – deleted any precaution that was listed in the relative contraindications

· Drug Interactions

· added prochlorperazine and promethazine to the agents that can cause EPS

· added strong inhibitors or inducers of Cytochrome P450

· added the major metabolic pathways

· Side Effects – rearranged the listing based on systems

· Patient Monitoring – changed the tardive dyskinesia evaluation to every 3 months and as clinically indicated

Atypical Antipsychotics

· Indications – added FDA approved ages for child and adolescent based on indications

· Absolute Contraindications – 
· added for lurasidone – use of ketoconazole (3A4 inhibitor) or rifampin (3A4 inducer)

· deleted severe CNS depression and known or suspected clinically significant QTc prolongation

· Relative Contraindications

· rearranged the listing based on systems

· added known clinically significant QTc prolongation

· Precautions – deleted any precaution that was listed in the relative contraindications

· Pregnancy and Breast-Feeding – added except for lurasidone is a Category B

· Drug Interactions

· added strong inhibitors or inducers of Cytochrome 450

· added lurasidone CYP3A4

· Age – Specific – added olanzapine, paliperidone and quetiapine

· Side Effects

· rearranged the listing based on systems

· added “clinically significant” to weight gain

· Patient Monitoring

· changed the tardive dyskinesia evaluation to every 3 months and as clinically indicated

· added after each olanzapine pamoate injection continuously observe patients for at least 3 hours for symptoms consistent with olanzapine overdose, including sedation (ranging from mild in severity to coma) and/or delirium (including confusion, disorientation, agitation, anxiety, and other cognitive impairment) (Post-Injection Delirium/Sedation Syndrome)

The Committee agreed with the recommended changes made by the Work Group.  The Committee did recommend a change to the clozapine indication.  The Committee recommended that the last indication be modified to read:
Reduction in the risk of aggression or recurrent suicidal behavior in patients with schizophrenia or schizoaffective disorder

On a motion by Dr. Becker, seconded by Dr. Ward, the clozapine indication was approved as modified.
On a motion of Dr. Ward, seconded by Dr. Heidel, the antipsychotic audit criteria and guidelines were approved as modified.  See Attachment C
Dr. Richards indicated that either antidepressants or mood stabilizers will be reviewed in the near future.  

Cytochrome P450 Drug Metabolism/Inhibition Table

The Cytochrome P450 Drug Metabolism/Inhibition Table that is associated with the Psychotropic Audit Criteria and Guidelines was updated based on the following website:
http://medicine.iupui.edu/clinpharm/ddis/
The table was updated by Dr. Mican and Dr. Richards.  On a motion of Dr. Heidel, seconded by Dr. Becker the Cytochrome P450 Drug Metabolism/Inhibition Table was approved.  See Attachment D.
Drug Formulary Sectional Review-
Nasal/Mouth/Throat Agents


Otic Agents


Ophthalmic Agents

Dr. Hall provided the review on the agents in the Nasal/Mouth/Throat section.  See Attachment E.  Dr. Hall recommended the following:

· Consider the addition of azelastine (Astelin®, Astepro®) and doxycycline (Oracea®) at the next meeting
· Delete the following from the Formulary

· Cromolyn (Intal®) oral inhalation – not available in the US

· Doxycycline powder for injection

· Doxycycline syrup

· Delete cromolyn (Intal) nebulizing solution from this section

On a motion of Dr. Morgan, seconded by Dr. Heidel, the recommendations were approved.  Feedback from the facilities will be obtained for the products that are being deleted from the Formulary.
Dr. Hall provided the review on the agents in the Otic section.    See Attachment F.  Dr. Hall did not make any recommended changes to this section.
Dr. Hall provided the review on the agents in the Ophthalmic section.    See Attachment G.  Dr. Hall did not make any recommended changes to this section.

Walmart Prescription Program

Rusk State Hospital Pharmacy Department compared Walmart’s Prescription Program Drug List to our Drug Formulary in order to determine if our Formulary includes at least one medication from each therapeutic class.  It was noted that our Formulary had representation from each class except for the statin drugs.  Currently, Walmart’s Program has lovastatin (Mevacor®) and pravastatin (Pravachol®).  Neither of these drugs are on our Formulary.  Therefore, it was recommended that one or both of these statin products be considered for addition to Formulary.
In addition, it was recommended that each State Hospital facility check with other Prescription Program Lists in their areas in order to determine if other medications need to be added to our Formulary.

Antipsychotic Prescribing

Dr. Becker presented the “Antipsychotic Tier Schedule” that was approved by the Clinical Directors and presented at Governing Body.  See Attachment H.  The antipsychotics are divided into three tiers.  Tier 1 requires no prior approval; Tier 2 requires documentation if a drug in this category is prescribed versus an agent found in Tier 1; and Tier 3 requires prospective review by the Clinical Director or Designee.  Dr. Becker noted that the original proposal placed “any combination of two or more antipsychotics” in Tier 3.  The Clinical Directors requested that this parameter be changed to “three or more” due to time constraints.  At this time, it was recommended that it remain three or more, however, in the near future this should be reviewed for changes to this parameter as well as changes to any individual medication placement.
On a motion of Dr. Becker, seconded by Dr. Ward, the Antipsychotic Tier Schedule was approved.  Dr. Becker will distribute this to the Clinical Directors.  In addition, it was recommended that it be added to our website. 

Lithium Work Up - UA

A request was made to evaluate the requirement to obtain an UA with the use of lithium.  Since the Psychotropic Audit Criteria and Guidelines are being reviewed, it was recommended that the Work Group address this issue.

Issues from the Clinical Director’s Meeting
Dr. Race reported that the number of patients on three or more antipsychotics is holding steady.  The cost of atypical antipsychotic system-wide is $23.09 per day.  Olanzapine (Zyprexa®) continues to be the most often prescribed antipsychotic.  Hopefully with generic olanzapine availability, the amount of money spent on olanzapine will decrease over time.  Rusk State Hospital and North Texas State Hospital - Vernon have made significant progress in decreasing costs from January 2010 to October 2011.  The data continues to show a team effort by the medical staff at all facilities.
FDA Drug Safety Communications
The FDA has issued the following safety communications that may have impact on our facilities.

The FDA provided updated information on the potential drug interaction between linezolid (Zyvox®) and serotonergic psychiatric medications.  Not all serotonergic psychiatric drugs have an equal capacity to cause serotonin syndrome with linezolid.  Most cases from the FDA's Adverse Event Reporting System (AERS) of serotonin syndrome with linezolid occurred in patients taking specific serotonergic psychiatric drugs, namely a selective serotonin reuptake inhibitor (SSRI) or a serotonin norepinephrine reuptake inhibitor (SNRI).  It is unclear at this time whether linezolid administration in patients receiving other psychiatric drugs with lesser degrees of serotonergic activity poses a comparable risk.  At this time, it is recommended that linezolid should generally not be given to patients taking serotonergic drugs.  However, there are some conditions that may be life-threatening or require urgent treatment with linezolid such as when:

· Linezolid is used to treat vancomycin-resistant Enterococcus faecium (VRE) infections.

· Linezolid is used to treat infections such as nosocomial pneumonia and complicated skin and skin structure infections, including cases caused by methicillin-resistant Staphylococcus aureus (MRSA).

The FDA notified healthcare professionals that the cholesterol-lowering medicine fenofibric acid (Trilipix®)) may not lower a patient's risk of having a heart attack or stroke.  The FDA reviewed the data from the Action to Control Cardiovascular Risk in Diabetes (ACCORD) Lipid trial.  The ACCORD Lipid trial found no significant difference in the risk of experiencing a major adverse cardiac event between the group treated with fenofibrate plus simvastatin compared with simvastatin alone.  The information from the trial has been added to the Important Limitations of Use and Warnings and Precautions sections of the fenofibric acid physician label and to the patient Medication Guide.

The FDA updated the public on the use of selective serotonin reuptake inhibitor (SSRI) antidepressants by women during pregnancy and the potential risk of a rare heart and lung condition known as persistent pulmonary hypertension of the newborn (PPHN).  The initial Public Health Advisory in July 2006 on this potential risk was based on a single published study.  Since then, there have been conflicting findings from new studies evaluating this potential risk, making it unclear whether use of SSRIs during pregnancy can cause PPHN.  At this time, the FDA advises health care professionals not to alter their current clinical practice of treating depression during pregnancy.  The FDA has reviewed the additional new study results and has concluded that, given the conflicting results from different studies, it is premature to reach any conclusion about a possible link between SSRI use in pregnancy and PPHN.  The FDA will update the SSRI drug labels to reflect the new data and the conflicting results. 
Quarterly Non-Formulary Drug Justification Report

For the first quarter of fiscal year 2012, all facilities reported use of non-formulary agents.  The following were the top non-formulary agents that were prescribed:

Quetiapine extended release (Seroquel XR®)

Fish oil capsules 

Melatonin

Guanfacine extended release (Intuniv®)
As previously noted, the immediate release quetiapine should be available generically in the spring of 2012.
Sectional Review for Next Meeting

The following sections will be reviewed at the next meeting:
Psychotropics
Other Issues
The following information was shared with the Committee members:

It was reported that “Pfizer's anti-smoking drug Chantix [varenicline] did not increase psychiatric problems like depression and suicidal thoughts in two studies, though the findings are not definitive,” according to a statement from the Food and Drug Administration.  “Two federally-funded studies involving more than 26,000 patients did not show an increased rate of psychiatric hospitalizations among Chantix patients, compared with those using nicotine patches and smoking cessation treatments.”  It was also reported that “both studies had a number of design flaws, the FDA said, including testing only for neuropsychiatric events that resulted in a patient being hospitalized.” 

According to a study funded by the National Institute on Drug Abuse and published in the November issue of the Archives of General Psychiatry, mirtazapine (Remeron®), an antidepressant that affects both serotonin and dopamine, may help addicts overcome methamphetamine addiction.  In a 12-week study involving 60 men who were randomized to either counseling or to counseling and mirtazapine, researchers found that those patients receiving both counseling and mirtazapine were not as likely to have a positive urine test for methamphetamine.  Mirtazapine is not without side effects, however, as it caused substantial weight gain in several of the men who took it. 

According to a study published online Nov. 7 in the Archives of General Psychiatry, treatment with buprenorphine-naloxone (Suboxone®) may help decrease dependency in individuals addicted to prescription opioids. The study consisted of “more than 600 opioid-dependent outpatients showed that significantly successful outcomes only occurred in the second phase, when treatment was extended from 2 weeks to 12 weeks.”  However, “these success rates dropped significantly once treatment was tapered off, even for those receiving opioid-dependence counseling.” 

According to a study published online November 21 in the journal Pediatrics, “Diabetes may be substantially more likely for children taking second-generation atypical antipsychotics.”  In fact, “incidence of diabetes appeared to be more than four times higher among children on a second-generation antipsychotic than in those not using psychotropic medications,” the study of 9,636 children found.  “If real, the risk would pose an important drug safety and public health concern,” the study authors noted. 

Otsuka Holdings Co. announced that the US Food and Drug Administration “determined that a new drug application for Otsuka Pharmaceutical Co.'s aripiprazole depot formulation for the treatment of schizophrenia is sufficiently complete to permit a substantive review.” 

According to findings presented at the American Society of Nephrology 44th Annual Meeting, “Tenofovir for the treatment of HIV infection is associated with an increased risk for events indicative of kidney disease, and the risk does not appear to be reversible after drug treatment is discontinued.”  “In a retrospective cohort study of 10,841 HIV-infected treatment-naive veterans initiating antiretroviral therapy at the San Francisco Veterans Affairs Medical Center from 1997 to 2007” the researchers examined “at the first occurrence of proteinuria, glomerular filtration rate, or an eGFR below 60 mL/min per 1.73 m².”  The investigators “found that each year of exposure to tenofovir is associated with a 34% increased risk of proteinuria, an 11% increased risk of rapid decline, and a 23% risk of CKD.” 

According to research presented at the San Antonio Breast Cancer Symposium, “Lantus [insulin glargine], the world's top-selling insulin more than doubled the risk of developing cancer among people with diabetes.”  After examining “medical records of 23,266 patients in southern Sweden,” researchers found that “diabetics who used Lantus had a 2.9-fold greater chance of cancer, while those who took the generic drug metformin had an eight percent lower risk.” 

To contradict the previous report, “Sanofi said a comprehensive review of studies shows that the diabetes treatment Insulin Glargine [Lantus] does not increase the risk of developing cancer.”  Several studies “conducted around the world” were analyzed, “including rigorous trials used to get drug approvals and databases that track patients' health, showed there is no increased danger of breast cancer or any other tumor type among diabetics using Lantus, Sanofi said in an e-mailed statement today.”
It was reported that Adasuve® (loxapine), Alexza Pharmaceuticals Inc.'s “inhaled antipsychotic may put some patients at risk for respiratory failure, according to US regulators considering whether to approve the treatment for sale.”  In a report issued, the Food and Drug Administration staff said that while the medicine “is effective as a fast-acting treatment for agitation among patients with schizophrenia and bipolar disorder, it can cause bronchial spasms that may be fatal in people with conditions such as asthma.”  It was noted that the medicine did not win agency approval in October 2010, because the FDA “was concerned about risks of pulmonary toxicity.”
According to Medscape (12/28/11). “The US Food and Drug Administration (FDA) today issued draft guidelines that would permit drug and device makers to provide information on off-label uses, but only if the request for information is unsolicited,” which is defined as “not initiated in any form by the drug or device maker or distributor itself.”  The FDA acknowledges that off-label uses “may be important therapeutic options and may even constitute a medically recognized standard of care.”  The article also lists a number of FDA recommendations guiding firms on appropriate responses “to nonpublic unsolicited requests.” 

Research recently presented at a biological psychiatry meeting “provides the possibility of an alternative to the way antidepressants are selected by offering a blood test” from which, researchers “were able to determine the antidepressant's effectiveness within 85 percent of patients tested before a medication was prescribed.”  Researchers found that “patients who had the lowest levels of” vascular endothelial growth factor (VEGF) “in their bloodstream were the ones who were not responding either at all or very poorly to antidepressant therapy.”  However, the study authors “cautioned that more research was needed to determine whether an actual blood test could be developed.” 

With the addition of Chemical Dependency Adjuncts to the Psychotropic Consent List; it was recommended that psychotropic audit criteria be developed for these drugs.
Next Meeting Date

The next meeting was scheduled for April 20, 2012.  
Adjourn

There being no further business, the meeting was adjourned at 2:05 p.m.
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