A Review of State Medicaid Approaches on Child Antipsychotic
Monitoring Programs
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Arkansas
Arkansas Medicaid Summary of Antipsychotic Edits for All Children Less Than 18 Years of Age

Antipsychotic drug utilization for children < 18 years of age has substantially decreased in both the
foster care and non-foster care population in AR Medicaid.

OVERALL DECREASED UTILIZATION OF
From July 2008 to July 2015 ANTIPSYCHOTIC DRUGS BY:
Foster care < 6 years of age 85.70%
Foster care 6 - 12 years of age 36.03%
Foster care 13-17 years of age 13.50%
NON-Foster care < 6 years of age 94.20%
NON-Foster care 6 - 12 years of age 53.60%
NON-Foster care 13-17 years of age 26.50%

The above chart is a summary of the percent decrease in the number of AR Medicaid children < 18years
of age receiving an ANTIPSYCHOTIC DRUG that compares the month of July 2008 to the month of July
2015. To avoid the sentinel effect, the month of July 2008 was selected for the comparison becauseit
was one year prior to any PA edits implemented for antipsychotic agents prescribed to children lessthan
18 years of age. Below is a summary of the edits implemented beginning July 2009 to current(2015).

The number of new prescriptions of a 2" generation antipsychotic agents in children <18 years of age in
AR- Medicaid doubled between 2001 and 2005. All educational efforts to reduce the use of
antipsychotic agents in children, including a 3 year project with Comprehensive NeuroScience (CNS)
working with behavioral health and Medicaid, failed. High profile cases regarding child deaths inother
states due to antipsychotic drugs started making the Medicaid news in Arkansas in 2006 and 2007. In
July 2008, AR Medicaid did not have any type of edit or limitations in the system for antipsychoticagents
for children < 18 years of age and utilization continued to increase. Something had tochange.

In about January 2008, the Medicaid pharmacy program staff began working with 2 psychiatrists, the
medical director at the Division of Behavioral Health Services (DBHS) and a child psychiatrist with DBHS,
to review utilization of antipsychotic agents in children < 18 years of age and began developing thefirst
set of edits for antipsychotic agents and focused on children. As the work progressed, additional
stakeholders were brought in to the discussions for input and “buy-in”. Based on the utilization pattern,
the focus of the edits was on High Doses, Therapeutic Duplication (TD), and Use In Children <5 Years of

Age.

The DUR Board reviewed and approved the proposals in April 2009. In July 2009 the first prior
authorization criteria on antipsychotic agents were implemented, which included Manual Review PA,
performed by specific child psychiatrists, for 1) requests for an antipsychotic agent for childrenbelow
the lower age limit of 5 years of age, 2) requests for therapeutic duplication of an additional
antipsychotic agent for any age child, 3) requests for a dose that was higher than the allowed dose for
the drug for the specific age group. The age groups were broken into 3 groups (< 5 years of age,5-12
years, 13-17 years); 4) requests for doses above the maximum dose edits implemented for thealpha
agonists, clonidine and guanfacine, and 5) requests for therapeutic duplication of the alpha agonists,
clonidine with guanfacine. There were 4 child psychiatrists employed at DBHS/ASH (AR State Hospital)
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who volunteered their time and rotated call to review all requests that required a Manual Review PAas
noted above.

Initially there was a significant decrease in utilization in the < 5 years of age group. This is the age group
that required a Manual Review PA by a child psychiatrist and the prescriber was required to fax in a
letter explaining the medical necessity along with chart notes to substantiate the request. In the next2
age groups, the 5-12 years of age and the 13-17 years of age, there was a small decrease in thenumber
of children receiving an antipsychotic agent, about 10%. The number of children receiving more than1
antipsychotic drug decreased due to the denial by the therapeutic duplication point-of-sale edits,
although the overall number of children age 5 years and older receiving antipsychotic medicationsdid
not decrease significantly. The prescribers just learned to stay within the allowed doses for the claimsto
go through at POS and did not prescribe additional antipsychotic agents that would require a manual
review by the child psychiatrist.

In November 2011, while the therapeutic duplication edits remained in place, the pharmacy program
implemented additional edits on all oral antipsychotic agents for children: 1) the lower age limitthat
required a Manual Review PA was increased to < 6 years of age; 2) the age groups for the dose edits
were revised to < 6 years, 6-12 years, and 13-17 years; 3) the prescriber was required to submit a copy
of the signed informed consent for the specific antipsychotic agent and was required to monitor
metabolic labs for fasting glucose and a lipid panel. The PA requirements of the signedinformed
consent and the metabolic lab monitoring were implemented in 2 phases: 1) “new start” patient,
defined as a child who had not received an antipsychotic agent in previous 6 months, wasimplemented
in Nov 2011, and 2) “established patients”, defined as children who were currently receiving an
antipsychotic agent, implemented in June 2012. To initiate the PA for a “new start” patient, beforethe
antipsychotic agent would pay at point-of-sale, the prescriber was required to fax a copy of the signed
informed consent for the antipsychotic agent and the copy of the metabolic lab results to the PACall
Center. A one-time 6-month manual PA was entered into the system for the requested antipsychotic
agent and would continue as long as the CPT codes for the metabolic labs were found in the system
every 6 months and the chemical entity of the antipsychotic agent did notchange. InJune 2012, the
second phase was implemented for the “established” patients who were currently receiving an
antipsychotic agent. For the “established” patients, the prescriber did not have to submit a signed
informed consent unless the prescriber changed agents (e.g., Abilify to Risperdal). However, inorder
for the claims to continue paying at point-of-sale without a phone call for a PA, new CPT codes forthe
appropriate metabolic labs were required to be in the Medicaid system every 6 months for point-of-sale
approval of the drug. If the prescriber changed the antipsychotic agent, the drug claim would rejectat
point-of-sale until a new signed informed consent was faxed to the PA Call Center and the PAprocess
started again.

In January 2013, the Pharmacy Program made a change regarding the child psychiatrists whoreviewed
the manual review PA requests. Medicaid hired 1 %5 FTE psychiatrists to the Medicaid pharmacy
program. The % time psychiatrist is a child psychiatrist who reviews everything that requires amanual
review PA regarding antipsychotic agents for children < 18 years of age (e.g., TD requests, high dose
requests, manual review for < 6 years of age, LA injectable antipsychotic agents). Having one child
psychiatrist review all manual review PA requests provided consistency to the program. The 1FTE
psychiatrist is the “senior” psychiatrist may review the more difficult cases or assist/consult with the
child psychiatrist if needed, and he has additional duties outside of the pharmacy program thatinvolve
mental health, including consulting with the DCFS (Division of Children and Family Services (Foster care)
staff regarding the use of psychotropic medications in foster children. Either psychiatrist will callthe



requesting prescriber on the manual review PA cases or the difficult cases and question the use ofthe
antipsychotic(s), or may refer difficult cases to the System of Care (SOC) clinical staff and request their
assistance in working with the prescribing provider and family of the child to determine if thetreatment
plans are adequate to address the child’s psychosocial issues. The POS edits do allow claims to process
without looking at the diagnosis as long as the dose does not exceed the allowed dose for the ageand
there are no therapeutic duplications. However, when the child psychiatrist is reviewing a request
manually she will look at the whole picture, including diagnosis and target symptoms being treated, and
will question if the antipsychotic drug is appropriate treatment for the child and can (and has) denied
requests for the antipsychotic agent.

In July 2013, additional edits were added to antipsychotic agents prescribed to children: 1) Manual
Review PA to all long-acting (LA) or depot injectable antipsychotic agents for all children < 18 years of
age; 2) therapeutic duplication (TD) edits were added between LA/depot injectable antipsychoticagents
and oral agents so the therapeutic duplication claim could not go through without a Manual Review PA
(e.g., if prescriber received a PA for a LA injectable antipsychotic agent, then prescriber could not addan
oral later).

In October 2013, additional edits were added to antipsychotic agents for children: 1) dose edits forage
were added to all 1st general antipsychotic agents for children < 18 years of age; 2) the dose editsfor
age were added to the newer agents (Fanapt®, Latuda®, and Saphris®); 3) the dose edits for age groups
were changed from 3 age groups to 4 age groups (from < 6 years, 6-12 years, 13-17 years to < 6 years, 6-
9 years, 10-12 years, 13-17 years), and 4) some of the maximum dose edits were reduced for the2nd
generation antipsychotic agents. Also in October 2013, manual review PA was added to the off-label use
of naltrexone in children and the off-label use of all Alzheimer’s drugs in children. The Medicaid
psychiatrists also developed an educational intervention letter with the RDUR contractor to mail to
prescribing providers regarding children who are receiving an antipsychotic agent and the child hasa
trauma diagnosis in medical history with no other mental health diagnosis to support itsuse.

Beginning February 16, 2016, the lower age limit that will require a Manual Review PA will beincreased
again by one year to < 7 years of age and these requests will be reviewed by the child psychiatrist.The
manual review for the 6 year old children will begin with “new starts”, meaning the child has not
received an antipsychotic drug in the previous 6 months or the prescriber is changing the chemical
entity of the antipsychotic drugs in the “established” patients.

What did not work:
e Simple educational / intervention letters mailed to prescribers did not have any type of long-
term effects or reduction in prescribing habits;

What worked well:

e The requirement that the prescriber must fax a signed and dated informed consentwhen
starting a new antipsychotic agent that stated the targeted symptoms being treated by the
antipsychotic agent and the adverse effects of antipsychotic agents and signed by the prescriber
and the parent/guardian seems to have had a dramatic effect in reducing the number of
children in all age groups receiving an antipsychotic agent.

e The Manual Review PA in the younger ages dramatically reduced the number of young children
receiving an antipsychotic agent with reductions of 94% (non-foster care) and 86% (foster care).
Although the decrease in antipsychotic utilization is continued in the older age groups, the



reduction is not to the same extent as the manual review PA age group. The older childrendo
show a decrease in antipsychotic utilization in the non-foster care 6 years — 12 years agegroup
of almost 54% and a decrease in antipsychotic utilization in the foster care 6 years — 12 years
age group of 36%, but that may also be due to the required signed informed consent form.

Manual Review PA for all age children for therapeutic duplication requests of additional
antipsychotic agent and requests for doses higher than the doses allowed in the point of sale
criteria.

The top 3 outcomes of the project:

Significant decrease in the number of children < 18 years of age receiving an antipsychoticagent
for all age groups in both foster care and non-foster care children, but especially in the manual
review PA age group where the < 6 year old non-foster care children receiving anantipsychotic
agent decreased by 94%, and the < 6 year old Foster care children receiving an antipsychotic
agent decreased by almost 86%;

Using a child-psychiatrist for Manual Review PA has eliminated inappropriate therapeutic
duplication and the high doses of antipsychotic agents in children, and improved patient safety
for these children;

The 2 Medicaid psychiatrists are able to identify difficult cases and consult with the prescribers
regarding therapy, refer the case(s) to the System of Care, and ensure that the childrenreceive
behavioral therapy counseling when necessary;

Future Plans:

Raise the lower age limit that requires a Manual Review PA by the Medicaid child psychiatrist. A
one year increase (to “< 7 years of age”, or 6 years old) will be implemented on February 16,
2016.

Hire another % FTE child psychiatrist 2016 spring/early summer. Because we have seensuch
significant decreases in the manual review PA group reducing the number of children < 6 years
of age receiving an antipsychotic agent, we will take the proposal to the April 2016 DUR Board
meeting to increase the lower age limit again, beginning in July 2016, for the manual review PA
of antipsychotic agents to include the 7 year olds (“< 8 years of age”), and the 8 year olds (“<9
years of age”) when the 2" child psychiatrist is hired. We anticipate additional “savings” dueto
a decrease in the number of children receiving an antipsychotic agent and the resultingdecrease
in the antipsychotic claim counts. The decrease in antipsychotic expenditures will more than
justify hiring an additional % FTE child psychiatrist.

Continue increasing the lower age limit that will require a Manual Review PA for any
antipsychotic agent to < 12 years of age (11 year olds) or possibly go up to < 13 years of age (12
year olds) so that all requests for an antipsychotic agent for pre-teens are reviewed manually by
a child psychiatrist.

We believe the edits currently in place for the use of antipsychotic agents in children < 18 years ofage,
along with the manual review by the child psychiatrists for PA requests, limits inappropriate useand
excessive use of antipsychotic agents in children, which will promote the health and well-being of the AR
Medicaid children. This will also raise awareness about the importance of using behavioraltherapy



counselling, rather than just using antipsychotic agents, and will help address psychosocial issues inthe
children.

California

California Medicaid (Medi-Cal): Improving Psychotropic Medication Use for Children and Youth in
Foster Care

January 2016
Background

Because children in foster care often have significant emotional and behavioral challenges as a result of
maltreatment and trauma, a high proportion of them receive psychotropic medications. In recentyears,
several federal laws and regulations require states to develop plan for ongoing oversight of psychotropic
medication use:

1. Fostering Connections to Success and Increasing Adoptions Act of 2008 (PL110-351)
requires states to develop a plan for the ongoing and oversight of the provision ofhealth
care services, including “oversight of prescription medicines”.

2. The Child and Family Services Improvement and Innovation Act of 2011 (PL 112-34)
amended the law by adding to the requirements for the health care oversight and
coordination plan. Whereas the law had previously required that the plan address
“oversight of prescription medicines,” the new provision builds on this requirement by
specifying that the plan must include an outline of “protocols for the appropriate use and
monitoring of psychotropic medications.” Additionally, the law requires that the health care
oversight and coordination plan outline “how health needs identified through screenings
will be monitored and treated, including emotional trauma associated with a child’s
maltreatment and removal from home”.

In 2012, recognizing effective oversight of psychotropic medication use requires high level of
collaboration between agencies providing services to these children, the Administration on Childrenand
Families (ACF), in collaboration with the Substance Abuse and Mental Health Services Administration
(SAMHSA), and the Centers for Medicare and Medicaid Services (CMS), convened a two-day meeting
“Because Minds Matter” Summit, to bring together representatives from State Child Welfare, Medicaid
and mental health systems from 50 states, to work together to strengthen oversight and monitoring of
psychotropic medications for this population.

California sent six delegates to attend the summit. The team consists of representatives from Pharmacy,
Mental Health and Child Welfare Services. Based on previous work in California and new resources
provided at the summit, the team developed a framework for a state-wide collaborative quality
improvement project (QIP) to improve psychotropic medication use. The team also recognizes
improving psychotropic medication for foster care children would also benefit non-foster carechildren.
In designing system or policy improvement, when applicable, improvement would also extend andapply
to all Medi-Cal children populations.



Previous Studies

California is one of 16 states participated in a study of psychotropic medications. It is a collaboration of
the 16 states, the Medicaid Medical Directors Learning Network (MMDLN) and Rutgers CERTs (Center
for Education and Research in Mental Health Therapeutics). The link to the study report and resource
guide is as follows:

http://rci.rutgers.edu/~cseap/MMDLNAPKIDS.html

State-Wide Collaborative Quality Improvement Project(QIP)

Organizational Structure and Purpose

In October 2012, the Department of Health Care Services (DHCS) and the California Department of Social
Services (CDSS) convened a statewide Quality Improvement Project (QIP) to design, pilot andevaluate
effective practices to improve psychotropic medication use among children and youth in foster care.The
QIP is managed and coordinated by the Project Team staff from both departments. The teamdeveloped
a charter and conducted an initial stakeholders’ analysis. Over seventy stakeholders representing about
35 stakeholder organizations attended the kick off meeting. Three workgroups were established:

e Clinical Workgroup
e Date & Technology Workgroup
e Family & Youth Education Workgroup

Each workgroup holds regularly meetings to set goals, timeline and deliverables. As work progresses,
the workgroups present updates and progress reports to the Expert Panel, which consists of subject
matter experts. The Expert Panel meets quarterly to review work in progress and to provide
recommendation and feedback.

Updates and progress reports are also presented to the California Health and Human Services (CHHS)
Child Welfare Council, at the quarterly Council meetings.

Information Dissemination

DHCS established a webpage dedicated to the state-wide QIP. Information posted on this webpage
includes background, resources, reports, event dates, meeting agendas and contact information. The
link to the webpage is:

www.dhcs.ca.gov/services/Pages/qip.aspx

2015-2016 Deliverables:

Clinical Workgroup:

1. Established “The California Guidelines for the Use of Psychotropic Medication in Children
and Youth in Foster Care”, published in April, 2015.

2. Indevelopment is a “Guidelines Dissemination Plan” and a “Guidelines Training and
Education Plan” which consists of training modules slides and webinars.

The California Guidelines and appendices are available on the QIP dedicated webpage:
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http://rci.rutgers.edu/%7Ecseap/MMDLNAPKIDS.html
http://www.dhcs.ca.gov/services/Pages/qip.aspx

http://www.dhcs.ca.gov/services/Pages/qip-clinical-w.aspx

Data & Technology Workgroup:

1. Established a Data Use Agreement (DUA) between DHCS and CDSS. The agreementenables
sharing and combining pharmacy, administrative and child welfare services dataand
including court authorization information to provide meaning use.

2. Established a global data sharing agreement between CDSS and counties. This agreement
enables sharing of data to counties and to providers.

3. Indevelopment is a set of performance measures for quality improvement trackingand
trending purposes.

Youth & Family Education Workgroup:

1. Produced a brochure for foster care youth: a) “Bill of Rights” and b) “Questions to Ask about
Your Medications”.

2. Indevelopmentis a “Wellness Workbook” suitable for adolescents.
California Legislations: SB 238, SB 484 & SB319

On October 6, 2015 Governor Brown approved a package of legislations on psychotropic
medication use:

1. SB 238 (Mitchell): Foster care: psychotropic medication.

In summary, the bill would provide care  givers and professionals, including child welfare services
workers and social workers, with the data, information and tools needed to provide care safely tofoster
care children. The California Department of Social Services (CDSS), in consultation with the Department
of Health Care Services (DHCS), to develop monthly reports on foster care children receiving
psychotropic medications and to provide data to counties. CDSS to provide updated training on use of
psychotropic medications to child welfare services workers and other professionals. The Judicial Council
to update forms and rules (JV 220 process).

2. SB 484 (Beall): Juvenile.

The bill requires CDSS to compile and post on internet website specified information on psychotropic
medication use in group homes, and requires CDSS, in consultation with specified associations and other
stakeholders to develop additional performance standards and outcome measures to determine
effectiveness of care and supervision in group homes, and to include Healthcare Effectiveness Dataand
Information Set (HEDIS) psychotropic medication measures in reports.

3. SB 319 (Beall): Child welfare services: public health nursing

The bill authorizes a foster care public health nurse, as part of his or her requirement to participate in
medical care planning and coordinating for a child, to monitor and oversee the child’s use of
psychotropic medications. It also authorizes the disclosure of health care and mental health care
information to a foster care public health nurse, as specified. The bill would provide training topublic
health nurses specific to monitoring and oversight of psychotropic medication use.
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http://www.dhcs.ca.gov/services/Pages/qip-clinical-w.aspx

Additional information is available at:
https://leginfo.legislature.ca.gov/faces/billHistoryClient.xhtmI?bill id=2015201605B238

The QIP is forming a new workgroup to implement the legislations.
Medi-Cal Pharmacy Policy

Medi-Cal has always required an approved Treatment Authorization Request (TAR) for the use ofany
drugs, including antipsychotics for non-FDA approved indications.

Since June 1, 2006, Medi-Cal requires (TAR) for any antipsychotic use in children less than 6 years of age.

Since May 1, 2012, antipsychotic use for Medi-Cal beneficiaries 6 — 17 years of age has beenrestricted
to the use of one antipsychotic, except during titration period; and, within this age group, concurrent
use of two or more antipsychotics has required an approved TAR.

As of October 1, 2014, any use of antipsychotics for Medi-Cal beneficiaries 0 — 17 years of agerequires
an approved TAR. For additional information about this policy, a frequently asked questions document
is available on the California Department of Health Care Services Pharmacy Benefits Division website at:
http://www.dhcs.ca.gov/services/Pages/PharmacyBenefits2.aspx

A TAR supplemental form is available on the same website at:

http://www.dhcs.ca.gov/provgovpart/Documents/PharmacyBenefits/Antipsych/Antipsych TAR Supple
ment.pdf

Drug Utilization Review (DUR) Program

In collaboration with the California Department of Social Services and the Department of Health Care
Services, the DUR Board aims to improve safe and appropriate prescribing and monitoring of
psychotropic medication use for all children and adolescents, including those in foster care. The DUR
Board advises and provides recommendations regarding draft guidelines for improving oversightand
monitoring of psychotropic medication use for children and youth in foster care and optimal prescribing
standards to engage prescribers to use minimum number of psychotropic medications, at the lowest
appropriate dosage and at the appropriate age.

A DUR educational bulletin entitled, “Improving the Quality of Care: Antipsychotic Use in Childrenand
Adolescents”, was developed in collaboration with the Foster Care Quality Improvement Project Clinical
Workgroup. In addition to reviewing current evidence on appropriate use of psychotropic medicationsin
children and adolescents, the educational bulletin reviewed a policy change to require an approved
Treatment Authorization Request for any prescriptions for antipsychotic medications for the population
0 through 17 years of age. Links to additional resources for providers, including the FAQ documentfor
the policy change, were provided in the bulletin. The link to the bulletin is at:

http://files.medi-cal.ca.gov/pubsdoco/dur/articles/dured 23511.01.pdf

In addition, DHCS and the DUR Board supported educational outreach to providers to improve
metabolic monitoring rates among children and adolescents prescribed antipsychotic medication.
Intervention letters were sent to all prescribers of antipsychotic medications to children and
adolescents between 0 and 17 years of age who did not have medical claim for metabolic monitoring
for over one year. A summary of the intervention results will be available in May 2016.
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DUR Study: Antipsychotic Use among Children and Adolescents in the Medi-Cal Fee- for-Service

Population

A retrospective cohort study was conducted to evaluate two of the HEDIS performance measuresfor

antipsychotic medication use among children and adolescents (APM and APC) in the Medi-Cal fee-for-
service population, using medical and pharmacy claims data. Study population selection criteriawere

adapted from HEDIS performance indicators and included all Medi-Cal beneficiaries who met the

following inclusion criteria:

e Continuously eligible beneficiary enrolled in the Medi-Cal fee-for-service program
for the duration of the measurement year (October 1, 2013, through September 30,

2014)

e Age1-17 years as of September 30,2014

e At least one paid pharmacy claim for an antipsychotic medication during

the measurement year

Descriptive statistics were used to summarize beneficiary characteristics and HEDISrates.

Data were stratified into three age groups, per HEDIS specifications.

Results

A total of 6,688 Medi-Cal fee-for-service beneficiaries met the inclusion criteria and within thisgroup
there were a total of 58,598 paid claims for an antipsychotic medication. Demographic characteristics

of the beneficiaries are listed in Table 2, including gender and race/ethnicity.

The study population was almost two-thirds male (n=4,439; 65%) and almost half of these

Table 2. Demographic Characteristics of the Medi-Cal Fee-for-Service Study Population.

1-5

6—11vyears | 12—-17 years
years

Overall population (n=6,688) 82 (1%) 2,038 (30%) | 4,568 (68%)
Gender

e Male (n=4,349; 65%) 61 (74%) 1,409 (69%) | 2,879 (63%)

e Female (n=2,339;35%) 21 (26%) 629 (31%) 1,689 (37%)
Race/Ethnicity

° Z\;P;';e/Caucasmn, non-Hispanic (n=3,173; 29 (35%) 924 (45%) 2,220 (49%)

0
e All other races/ethnicities (n=3,515; 53%) | 53 (65%) 1,114 (55%) | 2,348 (51%)

beneficiaries identified as White/Caucasian race, non-Hispanic ethnicity (n=3,173; 47%).

Overall rates for APM (Table 3) and APC (Table 4), as well as rates stratified by the three age groups
are listed below. Of note, for the APM calculation, a total of 675 beneficiaries were excluded as they
only had one paid claim for an antipsychotic medication during the measurement year (leavinga
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denominator of 6,013 beneficiaries) and, for the APC calculation, a total of 1,313 beneficiarieswere
excluded as they had less than 90 days of continuous antipsychotic medication treatment duringthe
measurement year (leaving a denominator of 5,375 beneficiaries).

Table 3. Metabolic Monitoring in Children and Adolescents with = 2 Paid Claims for Antipsychotic
Medications during the Measurement Year (October 1, 2013, through September 30,2014)

Numerator Denominator
Percentage of children and
) ) adolescents with > 2 paid
Children and Children and . . .
Age Group . . claims for antipsychotic
adolescents with> 1 adolescents with > 2 L .
) ) medications and metabolic
test for both blood paid claims for testing
glucose/HbA1C and LDL- | antipsychotic
C/cholesterol medications
1-5years 18 68 26.5%
6—11years 575 1,838 31.3%
12 - 17 years 1,653 4,107 40.2%
TOTAL 2,246 6,013 37.4%

Although the 37.4 percent figure calculated using HEDIS measure parameters gives the rate atwhich
both tests were completed (blood glucose or HbA1C and LDL-C or cholesterol), individual testing rates
were also calculated for the study population. The rate of glucose or Hb1Ac monitoring (n=3,151;52.4
percent), was much greater than LDL-C or cholesterol monitoring (n=2,279; 37.9 percent), suggesting
there is an opportunity for outreach to providers, who could raise the metabolic monitoring rate
calculated in the HEDIS measure by ordering both tests at the same time.

Of note, the HEDIS documentation for this measure included an analysis using the 2008 Medicaid
Analytic eXtract (MAX) data files. These data showed an average metabolic monitoring rate across
data collected from 11 states of 18.5 percent (range: 4.8 percent — 36.2 percent), more than half the
rate found in the Medi-Cal fee-for-service population.

Aligning DUR Program with DHCS Quality Strategy

Quality improvement is a key component in helping DHCS to achieve the Triple Aim: Improvingthe
patient experience; improving the health of populations; and reducing the per capita cost of healthcare.
DHCS' commitment to quality improvement is summarized in the DHCS Strategy for Quality
Improvement in Health Care (Quality Strategy), which describes the goals, priorities, and program
activities. The Quality Strategy also aligns with the National Quality Strategy.

The mission of the Medi-Cal Drug Utilization Review (DUR) Program is to facilitate the appropriateand
cost effective delivery of health care to all beneficiaries. By aligning with the DHCS Quality Strategy,and
collaborating with QIPs, we are creating the synergism that leads to improving DUR program
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effectiveness. This requires ongoing and sustaining efforts, and we are excited to see some very positive
results in our collaborative efforts with the Foster Care Psychotropic Medication QIP.

lllinois
lllinois (IL) Medicaid Fee For Service (FFS) — Psychotropic Medication Use inChildren
January 2016

The IL Medicaid FFS Pharmacy Program has had the Atypical Antipsychotic drug class on the Preferred
Drug List since October 2005, requiring prior authorization (PA) for non-preferred and special
formulations (injectable, orally disintegrating, liquid) of preferred agents. In October 2006, the UICPrior
Authorization (UIC-PA) Group was contracted to develop criteria and adjudicate PA requests for IL
Medicaid. The UIC-PA Group is made up of 10 Clinical Pharmacist FTEs, 1 Technician FTE, and 1 Medical
Director FTE. In August of 2009, edits were put in place to require PA for all medications in this classfor
children <8 y/o. A specific PA form was developed and criteria created; requests are all evaluated bya
clinical pharmacist in the UIC-PA Group and escalated to a UIC-PA Medical Director if necessary. The
form is available at: http://www.illinois.gov/hfs/SiteCollectionDocuments/hfsweb006.pdf . Currently,

approvals are given for a 1-year period.

Since September 2008, a Child and Adolescent Behavior Health Consultation Program has beenavailable
for prescribers who want to consult with a child and adolescent psychiatrist regarding their patients.
This service is available at no charge. The website is: www.psych.uic.edu/DOCASSIST . IL DocAssistis
funded by the IL Department of Healthcare and Family Services (HFS), and the IL Department of Human
Services, Division of Mental Health (DMH). In FY15 DocAssist provided 2,694 consultations to 562
unique providers and conducted 41 workshops where they trained 723 providers.

Children in Foster Care:

Children in foster care in IL are required to get consent for all psychotropic medications throughthe
Department of Children and Family Services (DCFS). DCFS established the Centralized Psychotropic
Medication Consent Program in the Office of the Guardian to provide consent for the prescription of
psychotropic medications. Requests are submitted electronically by prescribers through DCFSand
reviewed by independent experts. Since 1993, The University of lllinois at Chicago’s Clinical Services
Psychopharmacology (CSP) Group has been contracted to provide independent review of psychotropic
medication requests through collaboration with DCFS. Their website is: http://www.psych.uic.edu/csp/.

The CSP Group is made up of 4 Psychiatrist FTEs, 2.5 RN FTEs, and 5 Research Technician FTEs. Consent
is required for alpha agonists, antidepressants, anti-enuretics, antihistamines, anti-parkinson agents, 1°
and 2" generation antipsychotics, benzodiazepines/anxiolytics, hypnotics, beta-blockers (propranolol),
mood stabilizers/anticonvulsants, psychostimulants and some miscellaneous agents. Information onthe
medications CSP provides consultation for and criteria is available at
http://www.psych.uic.edu/csp/medication-info/medical-professionals .

Prescribers submit psychotropic medication consent requests electronically through the DCFSwebsite.
The form is available at: http://www.illinois.gov/dcfs/aboutus/notices/Documents/cfs431a.pdf . Once
the CSP Group has determined the status of the consent, their recommendations are sent to DCFSfor
final approval. Approximately 1,200 consent requests are processed monthly. Consent is granted fora
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maximum of 180 days at a time. Data analysis is done on a monthly, quarterly, and annual basis by CSP
consultants.

UIC-PA Group collaboration with DCFS:

Prior to 2013 the UIC-PA Group relied on prescribers to inform them if DCFS Consent had beenreceived
for a psychotropic medication request for a child in foster care. Very few consent forms were
voluntarily submitted. Primarily, DCFS consent information was communicated to UIC-PA as a result ofa
PA request for a medication being denied for a client and the prescriber contacting UIC-PA to appealthe
decision and supplying the consent at that time. UIC-PA began working in conjunction with the CSP
Group to ensure consents were being obtained by prescribers and to streamline the process so that
once a DCFS consent was received the medication would not reject for needing a PA at thepharmacy.
Through collaboration with the CSP Group, UIC-PA updated the CSP Group’s medication lists, educated
them on IL Medicaid preferred vs. non-preferred options, and determined which eligibility codes inthe
IL Medicaid system required consent through DCFS.

UIC-PA began checking client eligibility on every request for a psychotropic medication in children
<18y/o. This process allowed UIC-PA to inform prescribers that consent was necessary from DCFSfor
the medications they were prescribing if they had not already done so. To further streamlinethe
process and ensure patients would be able to get their prescriptions filled, UIC-PA instituted aprogram
where DCFS/CSP forwards a list of their daily consents to the UIC-PA group and PA approvalsare
entered into the system proactively.

Current Issues:

Although this process has been an improvement in ensuring that appropriate DCFS consentsare
obtained in this population, there are unavoidable flaws in the process:

1. System limitations allow for patients to fill medications without consent. Currently, the Pharmacy
Point of Sale (POS) system cannot edit against eligibility codes. Therefore preferred medications canstill
be filled for patients > 8 y/o whether consent has been obtained or not.

2. CSP consents a dosage range for the requested medication. When UIC-PA receives the list of
consents, it is not always apparent what the prescriber’s intended starting dose is. This can result in the
actual prescription rejecting at the pharmacy if the PA was entered for the wrong starting dose.

Future Considerations:

1. IL Medicaid is getting a new pharmacy point-of-sale (POS) system in 2016, which will allow
psychotropic medication prescriptions to edit at the pharmacy POS for children coded as being infoster
care to ensure a DCFS consent/PA is on file. This will eliminate the current issue of preferred medication
prescriptions bypassing the consent process.

2. Expanding the age range requiring PA for psychotropic medications for all children. This would allow
increased monitoring for duplicate therapy, inappropriate dosing, and adverse events/safety issues.
Currently with many preferred options, it is not possible to deter polypharmacy, inadequate dosing, etc.

3. Metabolic monitoring is not currently required in the non-foster care population. This is an area UIC-
PA should expand into and offer education for providers and patients on dealing with these effects.
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Indiana
Indiana Psychotropic Medication Initiative

4/12/13 Summary

The use of psychotropic medications among children in state custody has come under increasing
scrutiny in recent years. A number of published studies have demonstrated that children in fostercare
are prescribed psychotropic medication at a rate that is three to four times greater than other Medicaid-
insured youth (Naylor et. al., 2007; Zito, et. al., 2008). In addition, these youth typically experience
abuse, neglect or other traumatic stressors at rates that are significantly higher than the general
population.

To address these concerns, the Department of Child Services (DCS) is in the process of launchinga
comprehensive initiative, in collaboration with the Office of Medicaid Policy and Planning (OMPP), the
Department of Mental Health and Addiction (DMHA) and the Indiana University School of Medicine
(IUSM) Department of Psychiatry, to provide oversight, monitoring, education and consultation for
youth in state care who are prescribed psychotropic medications. Components of the Indiana
psychotropic medication protocol will include the following:

a. Informed and Shared Decision Making

DCS Policy 8.30 — Psychotropic Medication —addresses current procedures for handling of psychotropic
medication for DCS wards and youth in foster care who are in out-of-home placement. By policy, DCS
requires that informed consent be obtained from the parent, guardian, or custodian and fromthe
appropriate DCS Local Office Director or designee before a child in out-of home care is placed on
psychotropic medication. DCS provides an exception to the requirement to obtain parental consent, if:

1. The parent, guardian, or custodian cannot be located;
2. Parental rights have been terminated;

3. The parent, guardian, or custodian is unable to make a decision due to physical ormental
impairment; or

4. Prior court authorization has been obtained.

If the parent, guardian, or custodian denies consent, a Child and Family Team Meeting (CFTM)is
convened immediately to determine if DCS will seek a court order for authorization ofthe
recommended medication. Medication can be administered without prior consent if it is needed to
address an emergency condition in which the child is a danger to himself or herself or others, andno
other form of intervention will mitigate the danger. Consent must be obtained within 24 hours of
administering the initial dose of medication on the weekends or holidays. DCS has the right torequest
a second opinion, if there are questions surrounding the need for and/or use of psychotropic
medication.

Information about all medications is maintained in child’s Medical Passport. In addition to the

information maintained in the paper Medical Passport, DCS is collaborating with OMPP to designa

technical framework for sharing relevant medical data electronically. A regularly scheduled electronic
14



exchange will include information regarding prescription medications. This will allow for oversightas
well as the opportunity for enhanced case management to improve health outcomes for wards, foster
and adoptive children.

b. Psychotropic Medication Advisory Committee (PMAC)

The Indiana Psychotropic Medication Advisory Committee (PMAC) was initiated in January, 2013 to
review the psychiatric treatment of DCS-involved youth, with a specific focus on psychotropic
medication utilization patterns. This committee includes representatives from IUSM Department of
Psychiatry, DCS, OMPP, DMHA, pediatricians, social workers, psychologists, pharmacists, child advocates
and other identified stakeholders (see attached and labeled 2013 PMAC Members). The advisory
committee will monitor Federal legislation, review best-practice guidelines for psychotropic medication
use, monitor Indiana prescription patterns, review formularies and make policy recommendationsto
DCS. Specific responsibilities of the committee include the following:

e Review the literature on psychotropic medication best practice [e.g., American Academy of Child
and Adolescent Psychiatry (AACAP)] and provide guidance to DCS, OMPP, IUSM and prescribing
providers;

e Provide assistance to DCS in establishing a consultation program for youth in state care who are
prescribed psychotropic medications;

e Publish guidelines for the utilization of psychotropic medications among DCS-involved youth,
with revisions made on a semi-annual basis, as needed;

e Publish a DCS Approved List of Psychotropic Medications that contains a comprehensive listing
of medications (generic and brand) approved for use with DCS-involved youth;

e Review DCS policies for requesting and obtaining consent to treat DCS-involved youth with
psychotropic medications and make recommendations for change to DCS Permanency and
Practice Support Division; and

e Identify non-pharmacologic, evidence-based mental health treatments for DCS-involved youth.

In 2013, the PMAC will publish DCS Psychotropic Medication Protocols, with revisions made on asemi-
annual basis. The guidelines will contain suggested baseline and follow up labs and other monitoring
interventions that are based on the latest in evidence-based practice and research literature.
Prescribing providers will be requested to utilize the guidelines and may be asked to provide clinical
information and follow up based on this document.

The PMAC will also work with OMPP to publish the DCS Approved List of Medications that will containa
comprehensive listing of medications (generic and brand) approved for use with DCS children and
adolescents. Requests for medications that are not listed on the formulary will require review and
approval by the PMAC. Note: DCS will utilize the current OMPP formularies until such time as the PMAC
can review and revise, as necessary.

c. Mental Health/Trauma Screening

All DCS youth are screened using the CANS upon entry into the system and at critical case junctures
thereafter. The CANS identifies mental health needs, and a placement algorithm is used to generatea
level of care recommendation. In addition, all youth entering the foster care system receive a
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comprehensive mental health evaluation within the first 30 days of placement.

To identify trauma-related needs associated with a child’s maltreatment and removal from the home,
DSC will screen all youth entering the system using the CANS-Trauma Module. Youth who score a “2” or
a “3” on the CANS “adjustment to trauma” item may be referred for a trauma assessment with one of
our contractual providers, or the case may be staffed with a member of the Clinical Resource Teamto
determine the best course of treatment. Recommendations from these clinical assessments will be
incorporated into the DCS case plan, including any recommendations for specific, trauma-informed
services. Training materials have been developed regarding the reliable rating of trauma needs using
the CANS, and all DCS Family Case Managers will be trained on these measures in2013.

d. Assessment

All children receive a comprehensive health evaluation and identification of acute medical problems
prior to the administration of psychotropic medications. The physical evaluation is performed by a
physician or other healthcare professional qualified to provide this service. Except in the case of an
emergency, consent for psychotropic medication will not be provided until the child has received a
thorough health history, psychosocial assessment, mental status exam and physical exam. Insome
cases, medical problems mimic and/or occur co-morbidly with psychiatric disorders. In those instances,
the identification of target symptoms will be critical. When pharmacologic intervention is identified as
part of the treatment plan, considerations such as diagnostic medical evaluations, drug-drug
interactions, polypharmacy, treatment compliance, informed consent, and the safe storage and
administration of medications will need to be documented.

The assessment of a medication trial is facilitated by the initial identification of target symptoms andthe
regular evaluation of those target symptoms. Secondly, the consideration of ongoing life events,
particularly in children and adolescents, is essential in assessing benefits of medication. Removalfrom
the home, a change in living situation, physical illness, parental functioning, traumatic events, etc. canall
impact functioning and can confound the evaluation of a medication trial. Thirdly, compliance mayneed
to be investigated through pharmacy records or medication administration records in order to clearly
assess efficacy of a medication trial. Once an informed decision is made about a particular medication,
changes in the treatment plan may be necessary, including changes in medication regime, adjustmentin
non-pharmacologic treatment strategies, and re-evaluation of the diagnosis.

In children and adolescents, re-evaluation of the working diagnosis is critical not only when there isa
lack of treatment response, but in other situations as well. By nature, children and adolescents are
developing and changing during treatment. Longitudinal information may become available revealing
temporal patterns of functioning that may alter the initial diagnosis. In addition, the successful
treatment of one disorder may then expose an underlying co-morbid disorder that requirestreatment.
Ultimately, the resolution of a disorder or the ineffectiveness of a medication requires the medically
supervised discontinuation of medications. Because withdrawal or discontinuation effects may arise
and confound the clinical picture, ongoing assessment is vital to sort out the illness from the medication
effects.

e. Psychotropic Medication Consultation

The IUSM Department of Psychiatry has agreed to serve as the consultation entity for DCS. The PMAC
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considered consultation models from several other states and determined that the model currently
being used in lllinois would be the best fit for Indiana. In this model, the prescribing providerwill
complete a web-based consent and medical information form and forward to the IU ConsultationTeam
— all Board Certified child and adolescent psychiatrists. Once a referral has been generated, the U
psychiatrist will review the information, and if necessary, will staff the case with the prescribing provider
“physician to physician.”

Once the IU Consultation Team has approved the request, the web-based form will be forwarded to DCS
Central Office for final consent. Copies of the consent form will then be distributed to the family, DCS
Family Case Manager and prescribing provider. The IU Consultation Team will also review any casethat
meets one or more of the “red flag” indicators listed in Table 1. Again, this consultation will take place
“physician to physician” with the prescribing provider. The DCS Family Case Manager may be asked to
provide background case information, including health records, treatment summaries, family histories,
etc. In those instances where the IU Consultation Team member and the prescribing physiciancannot
agree on a course of treatment, the case may be referred to another provider, or the IU Consultation
Team member may agree to staff the case on a monthly basis with the prescribing physician. Itshould
be noted that IU is the sole training program for psychiatrists in the state of Indiana, and as such, the
IUSM faculty have longstanding relationships with most psychiatrists and behavioral health programsin
the state.

f. Guidelines for Safe Utilization of Psychotropic Medications with Children and Adolescents

In order to safeguard the health and welfare of DCS youth who are prescribed psychotropic medications,
the following guidelines have been adopted from the Texas Psychotropic Medication Utilization

Parameters for Youth in State Care and the AACAP Practice Parameters for Psychotropic MedicationUse
in Children and Adolescents:

e A DSM-IV-TR diagnosis should be made before the prescribing of psychotropic medications.

o Clearly defined target symptoms and treatment goals for the use of psychotropicmedications
should be identified and documented in the medication record at the time of or before
beginning treatment with a psychotropic mediation. These target symptoms should be assessed
each clinic visit with the child and caretaker(s).

e Except in the case of emergency, informed consent should be obtained from the appropriate
party(s) prior to beginning psychotropic medication.

e During the course of psychotropic medication therapy, the presence or absence of medication
side effects should be documented in the child’s medical record at each visit.

e Appropriate monitoring of indices such as height, weight, blood pressure or other laboratory
findings should be documented.

e Monotherapy regimens for a given disorder or target symptoms should be tried before
polypharmacy.

e Doses should usually be started low and titrated carefully as needed.

e Only one medication should be changed at a time, unless a clinically appropriate reason todo
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otherwise is documented in the medical record.

The frequency of clinician follow up with the patient should be appropriate for the severity of
the child’s condition and adequate to monitor response to treatment, including symptoms,
behavior, function and potential medication side effects.

In depressed children and adolescents, the potential for emergent suicidality should be carefully
evaluated and monitored.

If the prescribing clinician is not a child psychiatrist, referral to or consultation with apsychiatrist
should occur if the child’s clinical status has not experienced meaningful improvement withina
timeframe that is appropriate for the child’s clinical status and medication regimen being used.

When medication changes are warranted within the same class of medications, a 60 day
crossover period of titration of the new agent and taper of the agent to be discontinuedis
appropriate unless the agent to be discontinued is causing adverse effects.

Before adding additional psychotropic medications to a regimen, the child should be assessed
for adequate medication adherence, accuracy of the diagnosis, the occurrence of comorbid
disorders (including substance abuse and general medical disorders), and the influence of
psychosocial stressors.

If a medication is being used in a child for a primary target symptom of aggression associated
with a DSM-IV-TR nonpsychiatric diagnosis (e.g., conduct disorder, oppositional defiantdisorder,
intermittent explosive disorder), and the behavior disturbance has been in remission forsix
months, then serious consideration should be given to slow tapering and discontinuation of the
medication. If the medication is continued in this situation, the necessity for continued
treatment should be evaluated at a minimum of every six months.

The prescribing provider should clearly document care provided in the child’s medical record,
including history, mental status assessment, physical findings (where relevant), impressions,
adequate laboratory monitoring specific to the drug(s) prescribed at intervals required specific
to the prescribed drug and potential known risks, medication response, presence or absence of
side effects, treatment plan and intended use of the prescribed medications.

g. Data Management

DCS has completed an MOU with OMPP to share Medicaid claims data (see attached andlabeled
DCS/OMPP Data Sharing MOU). As part of the MOU, OMPP will provide DCS with monthly utilization
reports for their wards on psychotropic medication(s). The Medicaid claims database captures
psychotropic medication prescriptions on a “real time” basis, allowing for identification of cases that fall
outside of best practice parameters. The ward psychotropic utilization reports will identify outliers (see
Table 1 below), including prescribing physicians. In addition, the ward psychotropic utilizationreports
will include utilization statistics that can be used to benchmark against other states. Report formats will
include the following:
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h.

10.

11.

12.

13.

14.

Children age 0-17 prescribed five or more psychotropic medications concomitantly. DCSWards
vs. Non-DCS Medicaid Youth. (GAO). Within DCS Wards — In-home vs. out-of-home placements.

Children 0-17 with a dosage exceeding maximum guidelines based on FDA-approved labels. DCS
Wards vs. Non-DCS Medicaid Youth. (GAO). Within DCS Wards — In-home vs. out-of-home
placements.

Children under age one year prescribed a psychotropic drug. DCS Wards vs. Non-DCS Medicaid
Youth. (GAO). Within DCS Wards — In-home vs. out-of-home placements.

Children 0-17 with a dosage exceeding maximum standards published in the medical literature
(i.e., medications for which there are no FDA-recommended dosages for the child’s age —see
Texas guidelines). DCS Wards vs. Non-DCS Medicaid Youth. Within DCS Wards — In-homevs.
out-of-home placements.

Children 0-17 prescribed a psychotropic medication without a DSM IV diagnosis. DCS Wardsvs.
Non-DCS Medicaid Youth. Within DCS Wards — In-home vs. out-of-home placements.

Children 0-17 prescribed a psychotropic medication that is not consistent with the listed DSM-IV
diagnosis (e.g., Seroquel with ADHD). DCS Wards vs. Non-DCS Medicaid Youth. Within DCS
Wards — In-home vs. out-of-home placements.

Children age 0-17 prescribed two or more antidepressant medications concomitantly. DCS
Wards vs. Non-DCS Medicaid Youth. Within DCS Wards — In-home vs. out-of-home placements.

Children age 0-17 prescribed three or more mood stabilizers concomitantly. DCS Wardsvs.
Non-DCS Medicaid Youth. Within DCS Wards — In-home vs. out-of-home placements.

Children age 0-17 prescribed two or more antipsychotic medications concomitantly. DCSWards
vs. Non-DCS Medicaid Youth. Within DCS Wards — In-home vs. out-of-home placements.

Children age 0-17 prescribed two or more stimulant medications concomitantly. DCS Wardsvs.
Non-DCS Medicaid Youth. Within DCS Wards — In-home vs. out-of-home placements.

Children age 0-3 prescribed an antidepressant medication. DCS Wards vs. Non-DCS Medicaid
Youth. Within DCS Wards — In-home vs. out-of-home placements.

Children age 0-3 prescribed an antipsychotic medication. DCS Wards vs. Non-DCS Medicaid
Youth. Within DCS Wards — In-home vs. out-of-home placements.

Children age 0-2 prescribed a stimulant medication. DCS Wards vs. Non-DCS Medicaid Youth.
Within DCS Wards — In-home vs. out-of-home placements.

“Red Flag” Indicators

The Indiana PMAC has established “red flag” indicators based on the American Academy of Child and
Adolescent Psychiatry practice parameters (AACAP, 2009) and the Texas Psychotropic Medication
Utilization Parameters for Foster Children (2010). DCS “red flag” indicators are listed in Table 1. Any
youth who meets one or more of these criteria will be automatically referred to the IUSM Department
of Psychiatry Consultation Team for case review and follow up.
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Table 1. DCS “Red Flag” Indicators

Absence of a DSM-IV diagnosis in the child’s medical record

Prescription of psychotropic medication that is not consistent with the
child’s listed diagnosis

Prescription for five (5) or more psychotropic medications

Prescription for two (2) or more antidepressant medications

Prescription for three (2) or more mood stabilizers

Prescription for two (2) or more antipsychotic medications

Prescription for two (2) or more stimulant medications

Prescription of an antidepressant to a child less than four (4) years old

Prescription of an antipsychotic medication to a child less than four (4)
years old

Prescription of a stimulant medication to a child less than three (3) years
old

Psychotropic polypharmacy for a given mental disorder is prescribed
before utilizing psychotropic monotherapy.

Prescription of a psychotropic medication above the FDA or literature-
based maximum dosage level

i.  Ongoing Monitoring for Individual Youth in Foster Care

DCS facilitates ongoing communication, through the Child and Family Team Meetings, case staffing,
Permanency Roundtables and other venues, between the youth, parent/guardians and others who
understand the youth’s behavioral/emotional needs best. This communication is intended to ensure a)
that psychotropic medication effectiveness is monitored, b) that treatment is appropriate to theyouth’s
needs, c) that treatment includes the family and/or other essential connections, d) that treatment builds
upon the youth’s strengths, and e) that permanency planning is incorporated into treatment.

j- Education and Training

DCS will develop a training curriculum for DCS staff and for key stakeholder groups at the local andstate
level. Target audiences will include residential, foster care and community-based providers, as wellas
parents and child advocates (e.g., CASA, Guardian ad Litem). The training curriculum will include
information about best practice guidelines, current psychotropic utilization trends and issues unique to
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you in the foster care system. DCS will establish mechanisms for sharing training with staff and other
stakeholders, including computer-based, “train the trainer” and in-service formats.

k. Information Portal

DCS will develop a “psychotropic medication” information portal through the www.dcs.in.gov website.
The information portal will include an overview of the DCS psychotropic medication initiative, contact
information, summary performance data (e.g., quarterly utilization reports), and links torelevant
research, resources and Federal legislation. The information portal will also include a list of answersto
frequently asked questions for consumers.

Louisiana

Louisiana Medicaid Psychotropic Medication Utilization in Children: Pharmacy Initiatives and
Overview

Introduction

Behavioral health initiatives addressing antipsychotic utilization among Medicaid-enrolled children and
Medicaid-enrolled foster children are a priority for Louisiana Medicaid. The Louisiana Medicaid
Pharmacy Program monitors antipsychotic utilization in Fee-for-Service Medicaid and five Managed Care
Organizations (MCOs). The Pharmacy Program has reviewed access to anti-psychotic medications,
appropriate diagnoses, multiple psychotropic usage, prior authorizations, clinical pre-authorizations, age
limits, therapeutic duplications, overutilization, combination drug therapy, prescriber specialty,
metabolic monitoring, and best practice guidelines.

Clinical Edits

The Louisiana Medicaid Pharmacy Program in collaboration with the Drug Utilization Review
Board has established clinical edits for antipsychotic medication utilization in children.

Clinical Pre-Authorization

Behavioral health medications in children less than 6 years old require an approved Clinical

Pre- Authorization. Clinical Pre-Authorization is a prescriber initiated request in which

certain criteriaand best practice guidelines must be met before a medication is approved for

payment. Prescribing providers must complete the Behavioral Medication Therapy Clinical
Pre-Authorization Form. The Behavioral Medication Therapy Clinical Pre-Authorization Form

requests information such asprevious medication therapy and outcome, patient clinical

evaluation and assessment, select lab values, and physical assessment. A manual Clinical
Pre-Authorization review is performed by a clinical pharmacist.

If a more extensive clinical review is needed, the Clinical Pre-Authorization request is reviewed by achild
psychiatrist.

Drug Utilization Review (DUR)

Behavioral health is addressed by the Louisiana Drug Utilization Review (LADUR) Program.
Behavioral health initiatives are a part of prospective and retrospective DUR. Prospective
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DUR forbehavioral health initiatives include Point of Sale (POS) edits such as therapeutic
duplication, overutilization, polypharmacy, maximum daily dosage limit, age limits, and
appropriate diagnosis code utilization.
Retrospective DUR for behavioral health initiatives include profile reviews for select
behavioral health members where the prescriber is contacted when a possible intervention
isidentified.

The following is a summary of the Behavioral Health Initiatives in LADUR.

1.

Retrospective DUR focus on children (all children including children in foster care)

Retrospective Drug Utilization Review Program (LADUR)

Focus Studies- Behavioral Health
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2006-03 | Antipsychoti Age < 4y, ANTIPSYCHOTIC RX FOR CHILD < 4 YEARS: 43 38 11
c agents exclude RECOMMEND REVIEW OF MEDICATION REGIMEN
PDD,
autism - - - - —
Request for information: diagnosis, laboratory, monitoring, re-
evaluation plan, pertinent literature
2007-02 | ADHD agents | Age < 6y REEVALUATE ADD/ADHD & DRUG TREATMENT INCHILDREN 800 688 384
2007-03 662 560 286
Request for information: diagnostic tools, specific evaluation &
intervention, specific behavioral techniques-strategies, re-
evaluation plan, pertinent literature
2008-09 | Antipsychoti Age < 4y, ANTIPSYCHOTIC RX FOR CHILD < 4 YEARS: 24 26 8
c agents exclude RECOMMEND REVIEW OF MEDICATION REGIMEN
PDD,
autism
2009-02 Age4d -5y, ANTIPSYCHOTIC RX FOR CHILD < 6 YEARS: 244 245 129
exclude RECOMMEND REVIEW OF MEDICATION REGIMEN
PDD,
autism Evaluation of medical profile for efficacy, severity of condition,
potential for side effects
2010-01 | Antidepressants| Age < 6y ANTIDEPRESSANT PRESCRIPTION FOR CHILD AGE <6 YEARS 117 113 45
Request for diagnostic information
2014-07 | ADHD agents | Age <4y ADHD AGENT PRESCRIPTION FOR CHILD AGE < 4 YEARS 93 99 34
Recommend review of medication profile and condition
2014-10 | ADHD agents | Age=4y ADHD AGENT PRESCRIPTION FOR CHILD AGE < 4 YEARS 282 267 148




| | | Recommend review of medication profile and condition |

2. Retrospective DUR focus on behavioral health drugs, rotated on an annual basis (all
recipients including children in foster care)

Behavioral health

e Concurrent use of antipsychotic agents
e Antipsychotic prescriptions for greater than maximum recommended dose
e Patient non-adherence to antipsychotic agents

Depressive disorders

Concurrent use of antidepressants prescribed by different prescribers.

Concurrent use of same-class antidepressants (prescribed by the same or different
prescribers).

Patient non-adherence to antidepressant therapy.

Citalopram above maximum recommended dose (general and elderly)

Sleep disorders

e Prolonged, continuous use of sedative-hypnotic agents.

e Potential for additive adverse CNS effects when using sedative-hypnotic agents
concurrently.

e Use of sedative-hypnotic agents above the recommended adult dose.

e Use of ramelteon with fluvoxamine (manufacturer’s safety information)

e Possibility of stimulant-induced insomnia. Dose adjustment may be considered.

e Concurrent cholinesterase inhibitor use with anti-cholinergic agent

e Use-precaution for modafinil (Provigil) or armodafinil (Nuvigil) for patients with
psychosis, stimulant or drug abuse

3. Prospective Drug Utilization Review- point-of-sale edits and implementation dates

2001 Duplication of drug therapy

e Prescriptions for therapeutic duplicates of drugs in these drug classes are payable only after
discussion with and approval from the prescriber
0 Tricyclic antidepressants
0 Selective serotonin reuptake inhibitors

2005 Behavioral health

e Afocus on behavioral health issues resulted in the implementation of prospective edits
addressing appropriate drug use, polypharmacy, and overutilization of antipsychotic agents.
0 Prescriptions for antipsychotic agents are payable only when a valid diagnosis code
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indicating the use of the drug is supplied.

0 A prescription for a third antipsychotic agent is not permitted without discussion
and approval from the prescriber. An emergency override provision is allowed for
this edit.

0 Prescriptions for antipsychotic agents prescribed above the maximum
recommended dose are payable only after discussion and approval from the
prescriber.

0 Prescriptions for therapeutic duplicates of anti-anxiety agents are payable only after
discussion and approval from the prescriber.

2008  Duplication of drug therapy

e Prescriptions for therapeutic duplicates of drugs in these drug classes are payable only after
discussion with and approval from the prescriber.
0 Sedative-hypnotic agents

2013 Sleep disorders

e Prescriptions for selected sedative hypnotic agents are subject to a maximum daily dosage
limit.

2014 Behavioral health

e Additional initiatives were implemented for specified anti-anxiety drugs:

0 Prescriptions for alprazolam ER and alprazolam ODT require appropriate diagnosis
code for payment. Payment is not allowed for patients who are 17 years of age or
younger.

0 Prescriptions for specified anti-anxiety drugs are subject to a quantity limit.

e Additional initiatives were implemented for antipsychotic agents:

0 Prescriptions for antipsychotic agents are payable only when an appropriate

diagnosis code indicating the use of the drug is supplied.

Sleep disorders

e Additional initiatives were implemented for specified narcolepsy agents:
0 Prescriptions for modafinil and armodafinil require appropriate diagnosis code for
payment. Payment is not allowed for patients who are 16 years of age oryounger.
0 Duplication of therapy is not allowed for these agents, with stimulants, and with
sedative hypnotic drugs.

2015 Behavioral health
e C(linical pre-authorization is required for all behavioral health medications for patientsless
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than 6 years old.

Fee-for-Service Reports

Fee-for-Service Medicaid generates Behavioral Health reports monthly. The reports include drug
utilization in children prescribed attention deficit hyperactivity disorder (ADHD) medications, atypical
antipsychotics, typical antipsychotics, antidepressants, and antianxiety agents. The reports have age
identifiers and foster child identifiers. The reports show drug utilization grouped by age range and foster
child status.

Managed Care Organizations (MCO) Reports

Managed Care Organizations also implement behavioral health initiatives. A MCO may haveclinical edits
and prior authorizations as a component of their behavioral health initiatives. MCOs generate
Behavioral Health reports monthly for review by the Louisiana Medicaid Pharmacy Program. The
behavioral health reports submitted include the same parameters as Fee-for-Service Medicaid.

The reports also include drug utilization in children prescribed ADHD medications, atypical
antipsychotics, typical antipsychotics, antidepressants, and antianxiety agents. The report shows drug
utilization grouped by age range and foster child status.

Conclusion

Appropriate utilization of antipsychotic medications in Medicaid-enrolled children and Medicaid-
enrolled foster children is an ongoing priority for Louisiana Medicaid. Current best practice guidelines
are reviewed and clinical expert consults are sought to ensure safe and effective utilization of
psychotropic medications. The Louisiana Medicaid Pharmacy Program is dedicated to the continued
monitoring and implementation of behavioral health initiatives to improve healthcare outcomes of all
patients.

Maryland

ANTIPSYCHOTIC REVIEW PROGRAMS

Antipsychotics are FDA approved for a variety of diagnoses including but not limited to: Schizophrenia,
Schizoaffective Disorder, Bipolar Disorder, Major Depression (as adjunct treatment) and Autistic
Disorder (to treat associated irritability). However, there are situations in which a clinician may
prescribe an antipsychotic “off-label”.

In the public and health care arena concerns have been raised, not only about the “off-label”
prescribing, but also about the lack of side effect (including weight, body mass index and bloodglucose
and lipid levels) monitoring of antipsychotics.

Federally, a Government Accountability Office (GAO-http://www.gao.gov/assets/590/586906.pdf)
report has outlined concerns about antipsychotic use in Medicaid recipients in Foster Care.

Published guidelines addressing some of the above issues include, but are not limited to, the American
Academy of Child and Adolescent Psychiatry Practice Parameters for Atypical Antipsychotics
(http://www.aacap.org/galleries/PracticeParameters/Atypical Antipsychotic Medications Web.pdf)
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and The American Diabetes Association/American Psychiatric Association consensus statement issued in
2004 recommending monitoring body mass index and blood glucose and blood lipid levels on patients
taking atypical antipsychotics.

To support providers who prescribe this drug class, the Maryland Medicaid Pharmacy Program (MMPP)
has established three (3) programs. These are the Peer Review Program (PRP), the Tier 2 & Non
Preferred (Tier 2 & NP) Antipsychotic Review Program and Antipsychotic Prescription Review Program
(APRP).

The Peer Review Program

This program was established to address the concerns that an increasing number of children are being
prescribed antipsychotics and there is a lack of laboratory monitoring of those children. The goal of the
program is to ensure that children and adolescents receive optimal treatment in conjunction with
appropriate non-pharmacologic measures in the safest manner possible.
(https://mmcp.dhmh.maryland.gov/pap/docs/Antipsychotic-Peer-review-Project-Narrative.pdf)

This program began in October 2011 and initially addressed the use of antipsychotics in Medicaid
patients under five years of age. In July 2012, it expanded to encompass children under 10 years of
age. In January 2014, the program expanded to include any Medicaid recipient 17 years or younger
who is prescribed any antipsychotic.

The program works in partnership with the Mental Hygiene Administration (MHA) and the University of
Maryland (UMD) School of Pharmacy and Division of Child and Adolescent Psychiatry.

The MMPP and the MHA hosted a webinar to discuss the PRP and answer questions regarding this
program on September 15, 2011.

The Tier 2 & Non-Preferred Antipsychotic Review Program

This program was launched in September 2012. It was designed to address a variety of concerns,
including the off-label use of antipsychotics. The goal of the program is to have prescribers, whenever
appropriate, prescribe antipsychotics using FDA guidelines for diagnosis, dose and frequency in the most
cost-effective manner.

To meet this goal, the program has established a prior authorization (PA) process. As always, a
PREFERRED antipsychotic (see Preferred Drug List
at:http://www.providersynergies.com/services/documents/MDM PDL.pdf) does not require a prior
authorization, if prescribed within the FDA guidelines for the dose and frequency. Clinical criteriahave
been established which must be met before a Tier 2 & Non-preferred (Tier 2 & NP) antipsychoticis
approved. (See Clinical Criteria on the right side bar or
clickhttp://mmcp.dhmh.maryland.gov/pap/SitePages/Clinical%20Criteria.aspx)

When seeking a PA for a Tier 2 or NP antipsychotic, remember that it could take up to 1 businessday
after all requested information is received before a decision isrendered.

Antipsychotic Prescription Review Program

The Maryland Medicaid Pharmacy Program (MMPP) with assistance of University of Maryland, School of
Pharmacy had developed a program that performs a retrospective analysis of antipsychoticprescribing
data and the use of this data to promote more evidence based and cost-effective prescribing. The
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Antipsychotic Prescription Review Program (APRP) reviews antipsychotic use through Medicaid and
offer a Psychopharmacology Review Panel to review cases with outlying prescribing practices asagreed
upon with MMPP.

MMPP has established a Preferred Drug List (PDL) which has resulted in consistent savings. The APRP
analyzes compliance with the PDL, quantity limits, maximum dose guidelines, specific standards of
practice and determine cost trends for clients and prescribers.

Minnesota

Minnesota Department of Human Services (DHS), Children’s Mental Health Division (CMHD), and Child
Safety and Permanency Division efforts to ensure appropriate use of psychotropic medicationsin
children in foster care. January 2016.

Child Safety and Permanency Division

Minnesota’s child welfare system is state-supervised, county-administered. For this reason, child welfare
practice in the state can vary widely from county to county. In Minnesota, children considered to bein
out-of-home placement include not just children who are placed for child protection, but childrenin
voluntary placement for treatment, or children placed by a court under a juvenile delinquency order ina
county with a Title IV-E agreement between the social service and corrections agencies.

Target Population

Coverage parameters regarding the use of psychotropic medications in children apply whether infoster
care or not. During 2013, there were 449,394 enrollees under the age of eighteen years, of which45,980
recipients received > 1 psychotropic prescription paid for by the Minnesota Medicaid Program which
includes fee-for-service and six different Prepaid Health Plans (PPHP).

Within this group, using the criteria of being in foster care for 2 30 days, there were 9,328 foster care
children, of which 3,296 received = 1 psychotropic prescription.

Of these, 413 recipients met DHS Multiple Psychotropic Drugs in Children criteria of > 4 psychotropic
drugs for at least 53 days out of 60 day span.

Attachment C contains the steps in the analysis leading to the development of this criteria.

Minnesota sent a state team to the Because Minds Matter: Collaborating to Strengthen Psychotropic
Medication Management for Children and Youth in Foster Care Summit in August 2012. This core
group represented counties, children’s mental health, child safety and permanency, the courtsystem,
health care/pharmacy, and the Minnesota Medicaid program. The group developed a state planand
convened the State team for Psychotropic Medication Management and Oversight.

The state plan set forth goals for implementation related to:
e Providing psychiatric consultation to prescribers treating children

e Developing screening and assessment protocols for children in foster care
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e Training mental health professionals across the state to assess for, and treat traumatic stressin
children utilizing evidence-based treatments

e Training county court staff on court oversight of psychotropic medication use
e Training child welfare staff and foster families in trauma-informed care andtreatment

e Developing data collection/management systems to track the utilization of psychotropic
medications with children across the state

Minnesota Collaborative Psychiatric Consultation Service

The Minnesota Collaborative Psychiatric Consultation Service (required under Minnesota Statutes,
sections 245.4862 and 256B.0625, subd. 13j. — Attachment A) was developed in 2010. For the first2
years, second generation antipsychotics and drugs to treat ADHD exceeding an established threshold
per age would reject the FFS point-of-service. A peer-to-peer psychiatric consultation was requiredand
upon approval, a prior authorization was issued.

The program was changed in 2014 so that the hard edits and mandatory consultations were
discontinued. This was due to a number of factors including, but not limited to, change of staffingat
the contractor level, lack of acceptance in the provider community, and minimal changes in high-dose
regimens as a result of the program (86% of regimens were not changed).

The Minnesota Collaborative Psychiatric Consultation Service in its current form is voluntaryand
administered by a contract with a single provider agency (www.mnpsychconsult.com). In additionto
providing psychiatric consultations, the contractor also provides quarterly training for primary care
providers and other prescribers across the state. The trainings are based upon the “flowcharts”
developed by the Minnesota Protocols Workgroups (facilitated by Children’s Mental Health) for primary
care physicians treating children with mental health issues. These protocols are available at consultation
service site at: http://www.mnpsychconsult.com/treatment-protocols.html.

Recognizing and treating trauma using non-pharmacologic approaches was something that the original
psychiatric consultation child and adolescent psychiatrists did not address or consider during their
consultations. As this is such a critical component of caring for all children in the foster care system, the
Children’s Mental Health Division has now hired a full-time consultation facilitator who has a master’s
degree in clinical psychology to complete individual case reviews to assure that children taking
psychotropic medications are also receiving the appropriate evidence-based psychosocial treatments.

The recent changes to the psychiatric consultation process will better allow for the realization ofthe
overall goals of 2010 legislation which are:

e Improve the quality of mental health treatment by encouraging the use of evidence-based
treatments in addition to, or in place of medication where appropriate.

e Improve access and quality of care by making more efficient use of both primary careand
specialty mental health services.

e Improve collaboration between primary care and behavioral health services.

The DUR Coordinator will continue to work with CMHD to further develop thisendeavor.
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Screening and Assessment Protocols for Children in Foster Care

The Child Safety and Permanency Division at the Department of Human Services is currently pilotinga
trauma screening that will pull indicators from a risk assessment tool that is completed on allchildren
entering the child welfare system. This process will provide “flags” to ensure that children who need
assessments for trauma are identified early in the process.

Training Initiatives

The Children’s Mental Health Division has a long-standing relationship with the Ambit Network atthe
University of Minnesota. The Ambit Network is a National Child Traumatic Stress Network Site funded
by SAMHSA. Since 2007, this partnership has provided training in Trauma-focused Cognitive Behavior
Therapy (TF-CBT) to over 500 mental health professionals across the state of Minnesota. Funding
continues to provide training to approximately 50-75 new clinicians every year.
http://www.cehd.umn.edu/fsos/projects/ambit/tfcbt.asp

The Child Safety and Permanency Division and the Children’s Mental Health Division have partnered
with the state Children’s Justice Initiatives to train court personnel across the state. This initiative is led
by the Commissioner of the Department of Human Services and the Chief Justice of the Supreme Court,
and has provided training to approximately 800 judges, county attorneys, public defenders, social
services managers, guardians ad litem and child welfare supervisors.

The Child Safety and Permanency Division has developed a trauma-informed practice model for child
welfare services. The Minnesota Child Welfare Training System is currently developing a newTraining
Academy model to improve training to all workers and supervisors and to provide resources for parents
throughout the state.

Developing Data Collection/Management Systems
As part of the Retrospective Drug Utilization Review process, the Health Care Administration ofthe

Department of Human Services maintains a contract with Xerox.

Contract deliverables now include (1) two mailings each year specific to psychotropic drug usein
children and (2) multiple reporting requirements regarding the use of psychotropic drugs in children.
When the Child Safety and Permanency Division supplies foster care children recipientidentification
numbers, a report can be generated specific to children in foster care.

Monthly the contractor will provide a separate online publication using Minnesota specific psychotropic
drugs in children criteria.

MINNESOTA ATTACHMENT A

Subd. 13j.Antipsychotic and attention deficit disorder and attention deficit hyperactivity disorder
medications.

(a) The commissioner, in consultation with the Drug Utilization Review Board established insubdivision
13i and actively practicing pediatric mental health professionals, must:

(1) identify recommended pediatric dose ranges for atypical antipsychotic drugs and drugs used for
attention deficit disorder or attention deficit hyperactivity disorder based on available medical, clinical,
and safety data and research. The commissioner shall periodically review the list of medicationsand
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pediatric dose ranges and update the medications and doses listed as needed after consultation with
the Drug Utilization Review Board;

(2) identify situations where a collaborative psychiatric consultation and prior authorization should be
required before the initiation or continuation of drug therapy in pediatric patients including, but not
limited to, high-dose regimens, off-label use of prescription medication, a patient's young age, andlack
of coordination among multiple prescribing providers; and

(3) track prescriptive practices and the use of psychotropic medications in children with the goal of
reducing the use of medication, where appropriate.

(b) Effective July 1, 2011, the commissioner shall require prior authorization and a collaborative
psychiatric consultation before an atypical antipsychotic and attention deficit disorder and attention
deficit hyperactivity disorder medication meeting the criteria identified in paragraph (a), clause (2), is
eligible for payment. A collaborative psychiatric consultation must be completed before theidentified
medications are eligible for payment unless:

(1) the patient has already been stabilized on the medication regimen; or
(2) the prescriber indicates that the child is in crisis.

If clause (1) or (2) applies, the collaborative psychiatric consultation must be completed within 90 days
for payment to continue.

(c) For purposes of this subdivision, a collaborative psychiatric consultation must meet the criteria
described in section 245.4862, subdivision 4.

Mississippi
MISSISSIPPI DIVISION OF MEDICAID

POS CHANGES AND OTHER DUR ACTIONS TO ADDRESS APPROPRIATE USE OF ANTIPSYCHOTIC
MEDICATIONS IN CHILDREN

January 28, 2016

Foster care children

In December 2012, the Mississippi Department of Human Services (MDHS) “opted in” childrenin
custody-foster care children- into the MississippiCAN program and chose only one of thetwo
Coordinated Care Organization (CCO) in which to enroll the children.

When this occurred, this CCO developed an intensive care management team especially for foster care
children consisting of registered nurses, LCSWs and beneficiary advocates. This intensive care
management team collaborates with the Mississippi Division of Medicaid quality improvement team and
the Nurse Manager for the MDHS to provide resources, education, and reporting for the case worker for
each foster care beneficiary. These resources and education includes reports on all children infoster care
receiving antipsychotics, concurrent psychotropic medications, the prescribing practitioner and where the
child is receiving therapy services. In addition, the care manager for the CCO assists the beneficiary’s case
worker when a beneficiary is hospitalized for an acute psychiatric admission.
Information provided includes the child’s current medication regimen, education of the beneficiary’s the
case worker on any new medications prescribed by the practitioner during the hospitalization
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encompassing a drug utilization review related to new medications and beneficiaries medicationregime.

The CCO’s pharmacy director obtains a monthly report for review of all children in foster care thatare
receiving antipsychotics and/or psychotropic medications and other medications and performs adrug
utilization review. If any areas of concern are noted, the pharmacy director will notify the CCO case
manager to discuss with the case worker, and the CCO will notify all prescribing practitioners of the
areas of concern. The CCO notifies DOM and the MDHS of all reports, findings and a monthly list of all
foster care children on antipsychotics and/or concurrent psychotropic medications.

DOM has developed a collaborative Quality Improvement Plan with the CCOs to address foster care
children receiving anti-psychotics and/or concurrent psychotropic medications and is partnering with
the Office of Pharmacy and the Office of Mental Health Programs to address this area of concern.

MS-DUR actions for antipsychotic use in children

9-2003 DUR Board added therapeutic duplication of Atypical Antipsychotics to monitoringand
interventions

9-2008 FDA minimum age limits implemented on all Atypical Antipsychotics
2-2009 DUR Board began a review of Atypical Antipsychotic use in children
9-2010 Changed Quetiapine XR age limit to >/=18 years

2-2011 Added Latuda age limit to >/=18 years

4-2011 Implemented electronic prior authorization criteria for antipsychotics.

12-2011 MS-DUR white paper report “Mental Health Medication Use Among Foster Children and Other
Children Enrolled In the Mississippi Medicaid Program” prepared and disseminated in Medicaid and
Department of Human Services. A comprehensive analysis of mental health diagnoses and medication
use among foster and other children enrolled in Medicaid for the years 2008 - 2011. Included results for
guality of care indicators from the Government Accountability Office report, Foster Care: State Practices
for Assessing Health Needs, Facilitating Service Delivery, and Monitoring Children’s Care, and the
Medicaid Medical Directors Learning Network and Rutgers Center for Education and Research on Mental
Health Therapeutics report, Antipsychotic Medication Use in Medicaid Children and Adolescents: Report
and Resource Guide from a 16-State Study.

7-2013 Changed Seroquel XR age limit to >/=10
8-2013 Changed Symbyax age limit to >/=10

10-2014 DUR Board report on state performance with metabolic monitoring for childrentaking
antipsychotics quality measure.
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2-2015 DUR Board report on use of multiple antipsychotics in children. Report included analysis using the
HEDIS 2+ and the PQA 3+ measure that never was formally reported out of the PQAwork

group. Board approved recommendation for electronic clinical edit for initiation of 3™ antipsychoticand
development of prior authorization criteria. The board was not comfortable with an edit using 2+since
there are times when this might be done for day time and night time meds and beappropriate.

DUR Board report on metabolic monitoring for children taking antipsychotics. Report included analysis
using HEDIS measure for annual metabolic monitoring. Board approved recommendations for
educational intervention initiative for providers with children not having metabolicmonitoring.

3-2015 Changed Saphris age limit to >/=10 for Bipolar | disorder.

5-2015 DUR Board report on metabolic monitoring for children taking antipsychotics. Board approved
recommendations for educational intervention initiative for providers with children not having metabolic
monitoring.

7-2015 DUR Board report on quality assurance in use of antipsychotics in children. Report examined
quality of care criteria identified in the Office of the Inspector General’s report “Second-Generation
Antipsychotic Drug Use Among Medicaid-Enrolled Children: Quality-of-Care Concerns,” the state’s
performance on quality measures related to these criteria, and current prior authorization criteriaand
DUR actions addressing these criteria.

8-2015 Electronic prior authorization criteria updated to include check for concurrent therapy with 3 or
more atypical antipsychotics.

1-2016 DUR Board report from evaluation of educational intervention related to metabolicmonitoring
for children taking antipsychotics. The educational intervention conducted in 2015 appears to have had a
small positive effect on metabolic monitoring rates. However, the program did not increase ratesas
much as would be desired, even among the providers who were contacted. Additional educational
actions and/or clinical edits or procedures are needed to adequately address metabolic monitoringin
children taking antipsychotics. However, when beneficiaries saw prescribers at their offices, rates for
metabolic monitoring were higher. The number of children taking antipsychotics and not having office
visits during the 8-month observation periods is a concern and may indicate that increased supervision of
beneficiaries taking antipsychotics is needed.

The percent of beneficiaries classified as meeting the metabolic monitoring requirement duringeach
observation period are reported in Table 1, which describes whether they had a visit with the provider
prescribing their antipsychotic prescription during the observation period. Overall, the percentage of
children taking antipsychotics who had metabolic monitoring did not change significantly betweenthe
2014 and 2015 observation periods. It was assumed that prescribers would most likely wait until the
next patient visit to perform metabolic monitoring after receiving the educational letter, therefore, we
examined changes in the rates for metabolic monitoring for children having office visits and those not
having office visits during the two observation periods. Among children having office visits, aslight
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increase (+2.9%) in the rate for lipid monitoring was observed

TABLE 1: Percentage of Children Who Are Taking Antipsychotics
That Had Metabolic Monitoring Within One Year of a Prescription Fill
by Whether The Child Had a Visit With The AP Prescriber During Observation Period
(Prescription fills between April - November 2014 and April - November 2015; FFS and CCOs)
NOTE: Includes all beneficiaries with 3+ prescription # Children Glucose Lipid Both
fills during each period on APs monitoring’ | monitoring® lab tests®
ALL 2014 5,071 54.2% 32.4% 31.4%
Children Taking 2015 4,851 49.5% 32.4% 30.6%
Antipsychotics Change 2014 - 2015 -4.7% 0.0% -0.8%
Children 2014 2,887 57.1% 34.1% 32.9%
WITH Visit During 2015 2,540 54.3% 37.0% 34.4%
Observation Period | Change 2014 - 2015 -2.8% 2.9% 1.5%
Children 2014 2,184 50.5% 30.0% 29.4%
WITHOUT Visit During 2015 2,311 44.2% 27.3% 26.4%
Observation Period Change 2014 - 2015 -6.3% -2.7% -3.0%

@ Monitoring was considered to have occurred if a medical claim containing a procedure code included in the measure technical
specifications was found within one year prior to the prescription fill.

The rates for children receiving metabolic monitoring by whether the prescribing provider was contacted
in the educational initiative are show in Table 2. The educational initiative increased the rate of
monitoring among children on antipsychotics prescribed by providers contacted duringthe intervention
by only 1.4%. A decrease was seen in the percentage of children having glucose monitoring. Among
prescribers who were not contacted as part of the educational initiative, the percentage of children
being prescribed APs that had glucose monitoring went down -7.0% and the percentage having lipid
monitoring went down -5.5%. It appears that the initiative had a smallbeneficial effect among the
providers contacted.
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TABLE 2: Percentage of Children Taking Antipsychotics
Having Metabolic Monitoring Within One Year of a Prescription Fill

by Whether The Prescriber Was Contacted During Educational Initiative®
(Prescription fills between April - November 2014 and April - November 2015; FFS and CCOs)

NOTE: Includes all beneficiaries with 3+ prescription fills # Children Glucose Lipid Both
during eachperiod on APs monitoringb monitoringb lab tests”
Children With Prescribers 2014 2,925 52.0% 31.4% 30.6%
CONTACTED in 2015 2015 3,811 48.5% 32.8% 31.2%
Change 2014 - 2015 -3.5% 1.4% 0.6%
Children With Prescribers 2014 780 60.1% 36.5% 35.6%
NOT CONTACTED in 2015 2015 1,040 53.1% 31.0% 28.4%
Change 2014 - 2015 -7.0% -5.5% -7.2%

 Educational intervention letters were mailed from February 2015 - September 2015. 2014 data are reported as baseline information for
the contacted providers.

b Monitoring was considered to have occurred if a medical claim containing a procedure code included in the measure technical
specifications was found within one year of the prescription fill.

As previously noted, providers are not likely to schedule lab tests until the next patient visit. Table3
compares provider rates for monitoring by whether the prescriber was contacted as part of the
educational initiative and whether the beneficiary had an office visit during the observation period.
Comparing the two observation periods in this breakdown provides a method of examiningwhether
provider behaviors actually changed with respect to ordering lab tests during office visits. Performance on
monitoring actually decreased among providers not contacted through the educational initiative.

Among providers who were contacted the rate of monitoring for lipids increased by 5.2% and therate for
glucose monitoring decreased by 2.4% for beneficiaries who had office visits during the observation
periods.

34

TABLE 3: Prescriber Performance Rates For Metabolic Monitoring
by Whether The Prescriber Was Contacted During Educational Initiative®
and Whether Child Visited Prescriber During Observation Period
(Prescription fills between April - November 2014 and April - November 2015; FFS andCCOs)
' S Average # % With
NOTE: In_c/fjdt_es all prescribers with ratings in both years based on Children / Glucose % With Lipid | % With Both
2+ beneficiaries b b b
Prescriber | Monitoring" | Monitoring Lab Tests
Prescribers NOT children 2014 10.5 52.3% 24.4% 23.9%
CONTACTED in WITH VISIT 2015 7.9 46.8% 19.3% 18.7%
2015 During Ob.servatlon Change oo ‘19, 29,
(n=119) Period 2014 - 2015 270 L7 270
Children 2014 20.8 53.5% 32.2% 29.6%
WITH VISIT 2015 19.8 51.1% 37.4% 34.4%
Prescribers | During Observation Change 2.4% 529 4.8%
CONTACTED in Period 2014 - 2015
2015 Children 2014 14.3 44.6% 25.7% 24.0%
2015 16.6 35.8% 21.0% 19.0%




(n=111) WITHOUT VISIT Change

During Observation| 2014 - 2015

? Educational intervention letters were mailed from February 2015 - September 2015. 2014 data are reported as baseline information
for the contacted providers.

b Monitoring was considered to have occurred if a medical claim containing a procedure code included in the measure technical

specifications was found within one year of the prescription fill.

-8.8% -4.7% -5.0%

Providers were targeted for contact during the educational initiative based on the number of children
they had prescribed APs and their rate of metabolic monitoring. Priority was given to contacting providers
with high numbers of children without monitoring. As such, few of the providers with only one or two
patients were contacted. As shown in Table 4, providers with only a few children on APshad the lowest
rates for metabolic monitoring. These providers do not account for a very large percentage of the
children on APs, but do continue to present a problem with respect to metabolic monitoring.

TABLE 4: Prescriber Performance Rates For Metabolic Monitoring by Number

of Children Prescribed Antipsychotics During 2015 Observation Period
(Prescription fills between April - November 2015; FFS and CCOs)

Total
Number % Children % Children | % Children
Number of | Children on |With Glucose| With Lipid | With Both
Prescribers APs Monitoring® | Monitoring® | Lab Tests®
Number of 1-2 473 571 46.7% 14.6% 13.8%
u

R 3-5 106 399 42.1% 19.8% 18.9%

Children
. 6-10 47 341 42.8% 27.4% 23.5%

Prescribed APs

11-20 50 717 62.3% 41.4% 39.7%

in 2015
n 21+ 95 5,786 56.0% 43.5% 40.4%

 Monitoring was considered to have occurred if a medical claim containing a procedure code included in the measure
technical specifications was found within one year prior to the prescription fill.

Future actions:

Although our existing “Smart PA” clinical electronic PA edits for POS have been fairly effective, starting
in February 2016:

e SMART PA Point of Sale changes will encompass coding of concurrent therapy check from GCN
level to HICL level, to allow dose changes within the same active ingredient.

e Change concurrent therapy criteria “look back” from 15 days of concurrent therapy in the last
45 days to 60 days of concurrent therapy with > 3 atypical antipsychotics in the last 90 days.

e For beneficiaries who do not appear to be in a titration pattern, a manual PA will need tobe
completed that assesses 1) use of more than 2 antipsychotics and justification, metabolic
monitoring, and assessments for TD/EPS adverse effects.

Conclusion:

Based on discussions internally and with the DUR Board, the emerging consensus is thatsignificant
improvements may require prior authorization review by experts in child/adolescent psychiatry. Weare
about to complete an updated white paper on mental health diagnosis and treatment of foster and non-
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foster children and plan to review results from that report and information learned from the
ADURS/CMS task force to develop new strategies for assuring appropriate utilization of APS inchildren.

Montana
Montana Medicaid - Psychotropic Medication Utilization in Foster Care Children

Overview

The Department of Health and Human Services (HHS) has become increasingly concerned about the
safe, appropriate, and effective use of psychotropic medications among children in foster care. A 16
state study revealed foster children were prescribed antipsychotics at 9 times the rate of other Medicaid
recipients. While medications can be an important component of treatment, strengthened oversight of
psychotropic medication use is necessary in order to responsibly and effectively attend to the clinical
needs of children who have experienced maltreatment. A glaring area of vulnerability for fosterchildren
is poly-pharmacy, which may lead to significant drug interactions. Additionally, although clinically
effective, psychotropic medications are highly potent agents with the potential for significant adverse
effects such as metabolic syndrome. Metabolic syndrome is known to increase the risk of developing
cardiovascular disease, particularly heart failure, and diabetes. The purpose of these requirements isto
ensure that children in foster care receive high-quality, coordinated medical services, including
appropriate medication, even as their placements change.

The purpose of this project is to evaluate the use of psychotropic medications in Montana Medicaid
children, with a focus on foster care children, using a Clinical Pharmacist, to evaluate and improvethe
prescribing and monitoring of psychotropic medication through educational and clinical interventions.

Review Process

1. Monthly we receive a list of all children <18 Years of Age that are in the custody of Childand
Family Services for the particular month requested.

a. The list generally has about 2000-2500 children
i. Placementsinclude:
1. Family Foster Care
2. Kinship Foster Care
3. Therapeutic Group Home
4. Residential Treatment Center
5. Foster Care Group Homes

b. This list of names are then sent to HID to be matched against the following
predetermined criteria:

i. Child Well Check- This category will check to see if the recipient has had awell
check visit within the last 365 days
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> 1 Antipsychotic- This category includes all the atypical antipsychotics and the
typical antipsychotics

> 2 Atypical Antipsychotic




38

vi.

Vii.

> 3 Psychotropics- This category includes all psychotropic medications,
including; anti-anxiety/sedatives, ADHD treatments, antidepressants,
antipsychotics.

> 1 AHDH Treatment- This category includes stimulant medications, as well as
non-stimulant medications.

> 2 Psychotropic Prescriber- This category will check to see if patients are
receiving medication from more than two prescribers.

< 6 YOA on Atypical- This checks to see if a patient 6 years of age receiving an
Atypical Antipsychotic. (See below for a description of an adjunctive Medicaid
program that goes along with this search parameter.)

c. Forthose ID’s that hit against the above criteria, we then review the claims data forthe
following:

vi.

vii.

viii.

Indication/Diagnosis: Medications are consistent with the diagnosis in database

Dosage: Appropriate for age and started with lowest effective dose

Laboratory Monitoring: Baseline and ongoing metabolic monitoring labs being
monitored.

Polypharmacy: Single drugs should be tried before multiple drug regimensare
started.

Multiple Pharmacies/Physicians: Checking to see if patients arereceiving
duplicate drug therapy from different prescribers or pharmacies.

Medication Compliance: Monitoring for medication compliance and monthly
fills of maintenance medications.

Drug-drug interactions: Monitoring for any potential drug interactions.

Medication Misuse/Abuse: Monitor for early refill requests on controlled
substances or drugs with potential for abuse.

If any of the above conditions are present, we reach out to the provider with a phone call ora
letter requesting a telephone conference to discuss and/or additional information to be
submitted back to us via fax. We are then able to:

a. Share case-specific medication, lab monitoring and side effect information with
prescribers to improve prescribing and quality of care.

b. Create and share psychotropic medication education resources with prescribers

c. Serve as a medical resource on medication information for prescribers /CPS workers

d. Continue to identify quality improvement opportunities



e. Establish a collaborative working relationship between Montana Child Psychiatrists, the
Montana Child and Family Services Department, and Montana Medicaid

Successes and Barriers

Since our program began in July 2012, we have found many opportunities for interventions with
providers. In 2013, 75% of Medicaid foster care children had not had metabolic syndrome lab
monitoring performed, per claims data. Through clinical pharmacist interventions, we had a 34% success
rate in obtaining metabolic lab monitoring in these children. With the help of our clinical pharmacists,
we have also seen a reduction in atypical antipsychotic medications by 23%, either by dose reductionor
drug discontinuation. Our interactions with the providers and their staff promote the development ofa
strong and positive working relationship with Montana Child Psychiatrists, Montana Child and Family
Services Department and Montana Medicaid. This has allowed us to educate the providers and notify
them of missing medication history information, identify cases of medication abuse with stimulants,
missing lab monitoring, compliance in filling medications and being an education resource. These
relationships that we have built and the awareness of our program have led to even greater successesin
subsequent years. In our most recent year, looking at a 6 month snapshot, we have seen an even
greater success in our program. The percentage of patients without metabolic syndrome lab monitoring
has decreased to 22% and when a provider is contacted about missing laboratory data, we have a67%
success rate in obtaining completed labs. Also, when contacted about an intervention (i.e. labs, drug-
drug interaction, dosage), providers respond and resolve the issue 82% of the time. In addition, we have
also developed educational resources for providers, foster parents and CPS workers, including:

1. Atypical antipsychotic brochure for foster care parents and providers

2. Medication History Magnet with the clinical pharmacists contact information for providersin
need of medication histories or case reviews

3. Presentations as requested for CFSD and foster care parent conferences

4. Prescriber newsletters on Pediatric Psychopharmacology by stakeholder Child Psychiatrists;
distributed to 1000 prescribers/pharmacies across Montana

5. Presented at the Big Sky Psychiatric Conference in January 2015 to the Montana Chapter ofthe
American Academy of Child and Adolescent Psychiatrists

6. Email/Phone correspondence with CPS workers to answer psychotropic medication andside
effect questions

In lieu of all of our successes, there are some barriers to the program. We are sometimes unable to see
the full picture of each child due to the inability and the lack of access to provider chart notes. Wealso
are unable to view database claims for children who are institutionalized, so it is hard to follow a
timeline when it comes to dosages, medication trials and labs. Some prescribers refuse to follow lab
monitoring guidelines, but continue to prescribe atypical antipsychotics. We also do not have a Child
Psychiatrist on staff to perform high level case reviews or peer reviews when needed.

Prior Authorization Program: <6 Years of Age on Atypical Antipsychotic
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We have also created a created a secondary review program that goes hand in hand with our fostercare
psychotropic program. This program requires all children <6 years of age, being prescribed an atypical
antipsychotic by a non-fellowship trained pediatric psychiatrist to fill out a consent form and obtain
baseline laboratory requirements, prior to initiating the medication and receiving approval. The provider
and legal guardian must review the medication together, the side effects, and both consent before
initiating the medication, as well as obtain the necessary laboratory monitoring requirements. They
must also continue to follow continued laboratory monitoring requirements, as well as form renewal.
This enables us to improve the oversight of prescribing, as well as medication and lab monitoring
education and compliance with the providers. We currently have around 90 children in this programand
all of these interventions are also followed by our case management staff.

Conclusion

Montana Medicaid has made the evaluation and monitoring of psychotropic medications a prioritysince
the inception of this project. Our program has shown to be very successful and we are able to impact
the lives of many children and make a difference in their care. The success of increased metabolic
syndrome monitoring alone may lead to a decreased long term risk of obesity, diabetes, heartdisease,
and joint problems, which will lead to substantial decreases in long term health care costs. Metabolic
syndrome can be costly; for example:

1. Diabetes: According to the American Diabetes Association: People with diagnosed diabetes
incur average medical expenditures of about $13,700 per year and have approximately 2.3
times higher medical expenditures.

2. Heart disease: According to the Centers for Disease Control (CDC): People with heart
disease can incur average medical expenditures nearing $121,200 over 20 years. Forthose
needing surgery or procedures and ongoing care, heart disease and stroke can cost more
than $4.8 million over a lifetime.

3. Obesity: According to the Harvard School of Public Health, the cost of obesity foran
individual can be an additional $1,429 (42%) -$2,741 (150%) higher compared toindividuals
of normal weight.

Our case management staff strive to make a difference in the lives of our children througheducational
and clinical interventions, which will improve healthcare outcomes and decrease overall healthcare
costs.

North Dakota

State law prohibits prior authorization on:

e Antipsychotics

e Anticonvulsants

e Antidepressants

e Stimulants for ADHD

Multi-department team reviews utilization
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e Human Services

e Children and Family Services
e Juvenile Services

e Foster Care

e Psychologists

e Court System

Given inability to confirm appropriate prescribing through prior authorization or peer-to-peer

consultations, ND Medicaid utilizes a broad amount of quantity limits, duplicate therapy edits, anda
variety of first fill edits (e.g. 14 day supply for the first fill of a given strength on extended release ADHD
medications) to attempt to impact this area.

Oklahoma

In 2012 Oklahoma (Pharmacy Management Consultants & Oklahoma Health Care Authority) joined 5
other states in a collaborative effort to improve the quality of care for children experiencing mental
health difficulties. The program is referred to as MEDNET and was supported by a grant from AHRQ.
You can see all the details in the attachment below which also have examples of the letters we mailed
for education and intervention. The second attachment below is the MEDNET overview (rather
lengthy). The 3™ attachment is a description of our mailings (screening dates and letter dates), dates,
and changes made along the way. To access the attachments below please click this link.

% o
SoonerCare Atypical mednetresourcedgui N_IEDNET 2012 o
Rx Program Update.c de. pdf Providers and Recipie

In the following attachment you can see an evaluation of our first two mailings which includes a
summary of the responses received. On the last page you will see the plans for the next mailing in Jan
2013.

i

SoonerCare Atypical
Rx Program Update C

In the following attachment you can see the remaining mailings of the MEDNET program with results
tabulated.

I

Program Update
August 2013 Finall.dc

In the following attachment you can see the overall summary of the results for Oklahoma for the
MEDNET program. There are 4 tabs on the bottom with results of the interventions and mailings
broken out.

OK intervention
summary results - 06:

After the MEDNET project ended Pharmacy Management Consultants continued the program and
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renamed it the SoonerPsych Program. Below are examples of the current interventions and mailings
we continue to perform. You will see examples of letters to providers explaining the intervention and
also an attachment with a scoring gauge to give a more visual description of where the provider ranks
among the other Oklahoma Medicaid providers for the same medications. We rotate interventions
for Adherence, Metabolic Monitoring, Polypharmacy (patient using 2 or more atypical antipsychotic
medications concurrently for 90 days or more), and Diagnosis. In July 2015 we switched to a letter
with the gauge on the attached documents so there are 2 documents for the 3 most recent mailings.

[

SP Metabolic SP Metabolic letter -
attachment - Jan 201  Jan 2016.docx

[

SP Adherence SP Adherence letter
attachment - Oct 201 - Oct 2015.docx

[

SP polypharmacy SP polypharmacy
attachment July 201Eletter July 2015.docx

[

12

12

15

2015-04
SoonerPsych Diagnos

-
=}
w

adherenceMailingSu
mmary_20150930.pd
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Texas

Psychotropic Medication Utilization Parameters for
Children and Youth in Foster Care

Introduction and General Principles

he use of psychotropic medications
by childrenand youthisanissue
confronting parents, other caregiv-
ers, and health care professionals across the
United States. Children and youth in foster
care, in particular, have multiple needs,
including those related to emotional or psy-
chological stress. They typically haveexpe-
rienced abusive, neglectful, serial or chaotic
caretaking environments. Birth family his-
tory is oftennotavailable. These children
often present with a fluidity of different
symptoms over time reflective of past trau-
matic events that may mimic many psychi-
atric disorders and result in difficulties with
attachment, moodregulation, behavioral
control, and other areas of functioning.
Establishmentof rapportmay be difficult.
Thesemultiplefactorsservetocomplicate
diagnosis. Foster children may residein
areas of the state where mental health pro-
fessionals such as child psychiatrists are not
readily available. Similarly, caregiversand
health providers may be faced with critical
situations that require immediate decisions
about the care to be delivered. For these
and other reasons, a need exists for treat-
ment guidelines and parameters regarding
the appropriate use of psychotropic medica-
tions for children and youth in foster care.

Because of the complex issues involved in
the lives of foster children, it isimportant
that a comprehensive evaluation be per-
formed before beginning treatment for a
mental or behavioral disorder. Except in
the case of an emergency, a child should
receive athorough health history, psycho-
social assessment, mental status exam, and
physical exam before prescribing a psy-
chotropic medication. The physical assess-
mentshould be performed by a physician
or another healthcare professional qualified
toperformsuchanassessment. Itisrecog-
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nized that in some emergency situations, it
may be in the best interest of the child to
prescribe psychotropic medications before a
physical exam can actually be performed. In
thesesituations,athoroughhealthhis-
tory should be performed to assess for sig-
nificant medical disorders and past response
tomedications,and a physical evaluation
should be performed as soon as possible. A
thorough psychosocial assessment should
be performed by an appropriately qualified
mental health clinician (masters or doctoral
level), a psychiatrist/ child psychiatrist, ora
primary care physician with experience in
providing mental health care to children
and youth. The child’s symptoms and
functioning should be assessed across mul-
tipledomains, and the assessmentshould
be developmentally age appropriate. It is
very important that information aboutthe
child’s history, including history of trauma
and current functioning be made avail-
able to the treating physicianin a timely
manner, either through anadult whois
well-informed about the child or through a
comprehensive medical record. Itiscriti-
cal to meet the individual needs of patients
and their families in a culturally competent
manner. Thisindicatesaneed toaddress
communication issues as well as differences
inperspective onissuessuchasbehavior
and mental functioning. Interpretation of
clinical symptoms and decisions concern-
ing treatment should, whenever possible,
be informed by the child’s developmental
history of trauma, neglect or abuse and the
timing of these stressors. At present there
are no biomarkers to assist with the diagno-
sisof mental disorders,andimaging (e.g.,
MRI) and other tests (e.g., EEG) are not
generally helpful in making a clinical diag-
nosis of a mental disorder.

Theroleof non-pharmacological interven-

tions should be considered before begin-
ning a psychotropic medication, except in
urgent situations such as suicidal ide-
ation, psychosis, self-injurious behavior,
physical aggression that is acutely danger-
ous to others, or severe impulsivity endan-
gering the child or others; when there is
marked disturbance of psychophysiological
functioning (such as profound sleep
disturbance), or when the childshows
marked anxiety, isolation, or withdrawal.
Given the history of trauma, unusual stress
and change in environmental circumstances
associated withbeingachildinfostercare,
psychotherapy should generally begin before
or concurrent with prescription of a psy-
chotropic medication. Referral fortrauma-
informed, evidence based psychotherapy
should beconsidered whenavailableand
appropriate. Patient and caregiver educa-
tionshould be provided about the condi-
tion to be treated, treatment options (non-
pharmacological and pharmacological),
treatment expectations, and potentialside
effects thatmay occur during the prescrip-
tion of psychotropic medications.

Itisrecognized that many psychotropic
medications donothave Foodand Drug
Administration (FDA) approved labeling
for use in children. The FDA has a statu-
tory mandate to determine whether phar-
maceutical company sponsored research
indicates that a medication is safe and effec-

tive for those indications that are listed in the

approved productlabeling. The FDA
assures thatinformationin theapproved
productlabelingisaccurate, andlimits the
manufacturer’smarketingtotheinforma-
tion contained in the approved labeling.
The FDA does not regulate physician and
other health provider practice. Infact, the
FDA has stated that it does *“not limit the
manner in which a practitioner may



prescribe an approved drug.” Studies and
expert clinical experience oftensupport the
use of a medication for an “off-label” use.
Physicians should utilize the available
evidence, expert opinion, their own clinical
experience, and exercise their clinical judg-
ment in prescribing what is best for each
individual patient.

Role of Primary Care
Providers

Primary care providers play a valuablerole in
the care of youth with mental disorders. Not
only are they the clinicians most likely to
initially interact withchildren whoare in
distress due to an emotional or psy-
chiatric disorder, inadequate numbers of
child psychiatrists are available to meet all
children’s mental health needs. Primary
care clinicians are in an excellent position to
perform screenings of children for potential
mental disorders, and they should be able to
diagnose and treat relatively straightforward
situationssuchasuncomplicated ADHD,
anxiety, or depression. Primary care provid-
ers should provide advice to youth in foster
careand their care givers about handling
feelings and behaviors, recognizing the need
for help, making decisionsregarding healthy
lifestyles, and theavailable treatments for
childhood mental disorders. Asalways,
consideration should be given regarding

the need for referral for counseling, psy-
chotherapy, or behavioral therapy. Primary
careprovidersvary intheirtraining, clini-
calexperience, and confidencetoaddress
mental disorders in children. Shortcourses
and intensive skills oriented seminars may be
beneficial in assisting primary clinicians in
caring for children with mental disorders.
Activeliaisons withchild psychiatrists who
areavailable for phone consultation

or referral can be beneficial in assisting
primary care clinicians to meet the mental
healthneeds of children. A useful toolkit
(American Academy of Pediatrics Task
Force on Mental Health Addressing Mental
Health CareinPrimary Care: A Clinicians
Toolkit) can be found at:
www.aap.org/pcorss/demos/mht.html
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General principles regarding
the use of psychotropic medi-
cationsinchildreninclude:

A DSM-5 psychiatric diagnosis should
be made before the prescribing of psy-
chotropic medications.

Clearly defined targetsymptomsand
treatment goals for the use of psycho-
tropic medications should be identified
and documented in the medical record
at the time of or before beginning
treatment with a psychotropicmedica-
tion. These target symptoms and treat-
ment goalsshould beassessed ateach
clinic visit with the child and caregiver
ina culturally and linguistically appro-
priate manner. Whenever possible,
standardized clinical rating scales (clini-
cian, patient, primary caregiver, teach-
ers,and other care providers) or other
measuresshould be used to quantify
the response of the child’s targetsymp-
toms to treatment and the progress
made toward treatment goals.

Inmakinga decisionregarding whether
to prescribe a psychotropic medication
inaspecificchild, theclinicianshould
carefully consider potential side effects,
including those that are uncommon
but potentially severe, and evaluate the
overallbenefittoriskratio of pharma-
cotherapy.

Exceptin the case of an emergency,
informed consent should beobtained
fromtheappropriate party(s) before
beginning psychotropic medication.
Informed consent to treatment with
psychotropic medication entails diag-
nosis, expected benefits and risks of
treatment, including common side
effects, discussion of laboratory find-
ings,and uncommonbut potentially
severeadverseevents. Alternative
treatments, therisksassociated with
no treatment, and the overall potential
benefit to risk ratio of treatment should
be discussed.

Youth, as well as caregivers, should
beinvolved in decision-making about
treatment, in accordance with their

developmental level.

During the prescription of psychotro-
pic medication, the presence or absence
of medication side effects should be
documented in the child’s medical
record at each visit.

Appropriate monitoring of indices such
as height, weight, blood pressure, or
other laboratory findings should be
documented.

Monotherapy regimens for a given
disorder or specific target symptoms
should usually be tried before poly-
pharmacy regimens. While the goalis
to use as few psychotropic medications
as can be used to appropriately address
the child’s clinical status, it is recog-
nized that the presence of psychiatric
comorbidities may affect the number of
psychotropic medications that are pre-
scribed. When polypharmacyregimens
are needed, It should occur in a system-
aticorderly process, accompanied by
on-going monitoring, evaluation, and
documentation. Thetreatment goalis
to minimize polypharmacy while maxi-
mizing therapeutic outcomes.

Medications should be initiated at the
lower end of the recommended dose
rangeand titrated carefully asneeded.

Only one medication shouldbe
changedatatime, unlessaclinically
appropriate reason to do otherwise is
documented in the medical record.
(Note: starting a new medication and
beginning the dosetaperofacurrent
medication is considered one medica-
tion change).

The use of “prn” or as needed prescrip-
tionsis discouraged. If theyareused,
the situation indicating need for the
administration of a prn medication
should beclearly indicated as well as
the maximumnumber of prndosesin
aday and a week. The frequency of
administration should be monitored to
assure that these donotbecomeregu-
larly scheduled medications.

The frequency of clinician follow-up


http://www.aap.org/pcorss/demos/mht.html

with the patient should be appropriate for
the severity of the child’s condition and
adequate to monitor response to treatment,
including: symptoms, behavior, function,
and potential medication side effects. Ata
minimum, a childreceiving psychotropic
medication should be seen by the clinician
at leastonceeveryninety days.

*  Thepotential for emergent suicidal-
ity should be carefully evaluated and
monitored, particularly in depressed
childrenand adolescents as well as
thoseinitiating antidepressants, those
having a history of suicidal behavior
or deliberate self-harm and those with
ahistory of anxiety or substance abuse
disorders.

¢+ If the prescribing clinicianis nota
child psychiatrist, referral to or con-
sultation with a child psychiatrist, or
a general psychiatrist with significant
experience in treating children, should
occur if the child’s clinical status has
not experienced meaningful improve-
ment within a timeframe that is appro-
priate for the child’sclinical response
and the medication regimen being
used.

*  Before adding additional psychotro-
pic medications to a regimen, the
child should be assessed for adequate
medication adherence, accuracy of the
diagnosis, the occurrence of comorbid
disorders (including substance abuse
and general medical disorders), and the
influence of psychosocial stressors.

* Ifamedication has not resulted in
improvementinachild’stargetsymp-
toms (or rating scale score), discontinue
thatmedicationrather thanaddinga
second medication to it.

+ If amedicationis being used ina
child for a primary target symptom of
aggressionassociated witha DSM-5
nonpsychotic diagnosis (e.g., conduct
disorder, oppositional defiant disorder,
intermittent explosive disorder), and
thebehavior disturbancehhasbeenin
remission for six months, then seri-
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ous consideration should be given to slow
tapering and discontinuation of the
medication. If the medication is continued
in this situation, the necessity for continued
treatmentshould beevaluatedand
documented inthe medical record at a
minimum of every six months.

¢ The clinician should clearly document
care provided in the child’s medical
record, including history, mental status
assessment, physicalfindings (when
relevant), impressions, adequate labora-
tory monitoring specific to the drug(s)
prescribed atintervals required specific
to the prescribed drug and potential
known risks, medication response,
presence or absence of side effects,
treatment plan, and intended use of
prescribed medications.

Use of Psychotropic Medica-
tioninPreschool Age Children

The use of psychotropic medication in
young children of preschool ages is a prac-
tice thatislimited by thelack of evidence
availableforuseof theseagentsinthisage
group. The Preschool Psychopharmacology
Working Group (PPWG) published guide-
lines (Gleason 2007) summarizing available
evidenceforuse of psychotropic medica-
tions in this age group. The PPWG was
established in response to the clinical needs
of preschoolers being treated with psycho-
pharmacological agents and the absence of
systematic practice guidelines for this age
group, with its central purpose to attempt to
promote an evidence-based, informed, and
clinically sound approach whencon-
sidering medicationsin preschool-aged
children.

The PPWG guidelines emphasize consid-
eration of multiple differentfactors when
deciding on whether to prescribe psychotro-
pic medications to preschool-aged children.
Such factors include the assessment and
diagnostic methods utilized in evaluating the
child for psychiatric symptoms/illness, the
current state of knowledge regarding the
impact of psychotropic medication use on

childhood neurodevelopmental processes, the
regulatory and ethical contexts of use of
psychotropic medications in small children
(including available safety informationand
FDA status), and the existing evidence base
foruse of psychotropic medicationin pre-
school aged children.

The publication includes specific guidelines
and algorithm schematics developed by the
PPWG to help guide treatment decisions for
anumber of psychiatric disorders that may
presentin preschool-aged children,
including Attention-Deficit Hyperactivity
Disorder, Disruptive Behavioral Disorders,
Major Depressive Disorder, Bipolar
Disorder, Anxiety Disorders, Post-Traumatic
Stress Disorder, Obsessive-Compulsive
Disorder, Pervasive Developmental
Disorders,and Primary Sleep Disorders.

The working group’s key points and guide-
lines are similar to the general principles
regarding the use of psychotropic medica-
tionin children already detailed in this
paper. However, the working group’s
algorithms put more emphasis on treating
preschool-aged children withnon-psycho-
pharmacological interventions (for up to 12
weeks) before starting psychopharmacologi-
cal treatment, in an effort to be very cau-
tious in introducing psychopharmacological
interventions torapidly developing pre-
schoolers. The working group also empha-
sizes the need to assess parent functioning
and mental health needs, in addition to
training parentsinevidence-based behavior
management, since parent behaviorand
functioning can have a large impact on
behavior and symptoms in preschool-aged
children.

Therapeutic Controversies
Antipsychotic selection

Significant controversy exists regarding the use
of 2nd generation versus 1st generation
antipsychotics. Most of thedata support- ing
no difference in efficacy between these two
groups of antipsychotics comes from studies
conducted in chronically ill adults with
schizophrenia. Most of the controlled studies
of the use of antipsychotics to treat



behavioral disorders in children have been
performed with 2nd generation antipsy-
chotics, with themostevidenceforrisperi-
done. Theonly study comparinga1st gen-
erationantipsychotic versus 2nd generation
antipsychoticsinyouthwasconductedin
individuals with early onset schizophrenia.
Thelstgenerationagentusedinthisstudy
was molindone, an antipsychotic, no longer
on the market, that is known to be weight
neutral or cause weightlossinadults. Itis
unknownhow theresults of thisstudycan
be extrapolated to the treatment of children
withother first generation antipsychotics.

Antipsychotics vary withregard to their side
effect profiles, and side effects are the pri-
mary basis for individual medication choice.
Second generation antipsychotics are prone
to cause significant weight gain in many
children, but therisk for the development of
weight gain in youth varies significantly
among the 2nd generation agents. In a
systematic review (De Hert 2011) of 31
short-termrandomized controlled trials
including 3595 youth, the average weight
gain was olanzapine (3.78 kg, 3.4 weeks),
risperidone (2.37 kg, 7.5 weeks) quetiapine
(2.15kg,4.5weeks), aripiprazole (1.04kg,
6.1 weeks), and ziprasidone (0.49 kg, 5.3
weeks).Significantweight gainwasmore
common in children with autisticdisorder
who were younger and more likely first-
time antipsychotic users. Inaddition, the
mostsignificanteffects on glucoseand lip-
idsareassociated withthe2nd generation
antipsychoticsknownto causethelargest
weight gain. Because of therisk of obesity
and metabolic dysfunction associated with
some of the 2nd generation antipsychotics,
particularly olanzapine, cliniciansshould
consider being proactiveand implement
dietcounseling and exercise programs at the
same time that antipsychotics are initiated.

First generation antipsychotics are prone
to causing extrapyramidal side effects. In
particular, youth are especially susceptible

to developing acute dystonic reactions from
1st generation antipsychotics. Similarly, 1st
generation antipsychotics pose a higher risk
for the development of tardive dyskinesia in
chronically treated individuals. If antipsy-
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chotics are indicated, the clinicianshould
carefully evaluate the individual needs of
the child, actively engage the family in
decision-making, evaluate overall benefit to
risk ratio, and when indicated, choose the
antipsychotic that the clinician thinkswill
be best tolerated by that child.

Psychotropicmedication choicein acute mania

Traditionally, because of a lack of research,
clinicians have used the same medications to
treat mania associated with bipolar dis-
orderinchildrenand adolescents as are
used inadults. Recently studiesaddressing
the treatment of maniaand mixed mania in
children and adolescents have been con-
ducted. TheTreatmentof Early Age Mania
(TEAM) study (Geller 2012) evaluated the
relative efficacy and tolerability of risperi-
done, lithium, and divalproex in 279 medi-
cation naive children and adolescents with
either mania or mixed mania. Risperidone
was superior in efficacy to either lithium

or divalproex. The discontinuationrate
was higher with lithium, suggesting better
tolerability with risperidone. However, ris-
peridone did have significant adverse effects
including weight gain, BMlincrease, and
hyperprolactinemia.

Depression, Suicidality, and Antidepressants

[n October 2003, the FDA released a public
health advisory alerting health care profes-
sionals to reports of suicidality (suicidal
verbalizations and suicidal behaviors)in
clinical trials of antidepressants in pediatric
populations. Thesereports provided the
impetus for a FDA meta-analytic review of
short-term clinical trials of antidepressants in
children and adolescents. These analyses
involved review, assessment, and reclassifi-
cation of over 400 case descriptions. This
review ultimately resulted infindings of

an increased risk of suicidality during the
firstfew weeks of antidepressanttreatment.
The FDA responded by issuing a black
box warning in October 2004. The black
box warning describes an increased risk of
suicidality (suicidal behavior and ideation)
for ALL antidepressants used in individu-
als under the age of 18. The incidence of
suicidalideationsand behaviorsin these

pooled analyses was about 4% for those
youthreceiving antidepressants compared
with 2% on placebo. Itisimportant to note
that no completed suicides (i.e., deaths)
werereported inany of these trials.

The mortality risk of depressionis from
suicide. Other major suicide risk factors that
should be assessed include: anxiety,
substance abuse, and conduct disorders, life
stressors (such as legal or disciplinary/school
problems), interpersonal losses, family and
peer discord, abuse, lack of support, poor
interpersonal problem-solving ability, the
tendency to respond with hostility or overt
aggression to frustration or stress, hopeless-
ness and cognitive distortions. All youth
with depression should be monitored care-
fully for the potential presence of suicidal
thoughts or behaviors. This should occur

at the time of initial clinical assessment and
upon each visit follow-up until depressionis
no longer present. Assessment of suicidal-
ity should includeasking questionsabout
ideationand frequency, plans, intention,
means, and potential dangerousness. More
frequentvisits, combined with follow-up
calls as necessary, should be considered
along with appropriate review of safety
plans. Itis noteworthy that in one study, the
concomitant use of cognitive behavioral
therapy was shownto decrease theincidence of
suicidality associated with SSRI use.

Stimulants and growth

Parents and caregiversare often concerned
about the possibility that stimulants may
adversely affect growth. Thisislargely
related to the factthat, atleast shortterm,
stimulants decreaseappetite. Although
data from different studies are mixed,
results from the Multimodal Treatmentof
ADHD (MTA) study, indicate that weight
loss occurred during the first 3-4 months of
treatment, but this was followed bea
resumption of weight increase. The rate of
growthinheight decreased by about1-3
cm/year over the first 1-3 years of medica-
tion treatment. These decreases inheight
were only seen in the youth who were
adherent with their stimulant medications.
Although both advantages and disadvantag-



esare associated with medication holidays or
vacations, this has been suggested as one
mechanism tominimize potential effects on
growth. Itis questionable whether the use of
stimulants has any effect on ultimate adult
height(Swanson 2008; Vitello 2008)

Stimulants and cardiovascular side effects

Both stimulants and atomoxetine cause
small butstatistically significantincreasesin
blood pressure and pulse rate. However, it is
unclear whetherthesechangesareclini-
cally significant. Although case reports of
sudden death in children taking stimulants
have beenreported, a causal link has not
been proven. A large cohortstudy using
data from a 5-state Medicaid database
[1999-2003] and the 14-state HealthCore
Integrated Research Database [2001-2006]
with 241,417 incident users found no
statistically significant difference between
incidentusers and nonusers in the rate of
sudden death, ventricular arrhythmia, or
death from any cause. One theory is that
underlying cardiac disorders such as serious
structural abnormalities, cardiomyopathies,
serious heart rhythm disturbances, or other
serious cardiac problems may place children at
increased risk of sudden death when
stimulants are administered. The clinician
should conduct a careful history of the
child and the family regarding potential
heart problems. A thorough physical exam
should also be conducted. If the history and
physical provide suspicion of a cardiac
problem, then an electrocardiogram should
be considered before beginning a stimu-
lant. Although not routinely required, if the
child has a known history of a cardiac
problem, thena cardiology consultshould

be considered before beginning a stimulant-
(Cooper 2011, Correll 2011, Perrin 2008,
Skelleman 2011).

Distinguishing between Levels
of Warnings Associatedwith
Medication Adverse Effects
Psychotropic medications have the potential
for adverse effects, some that are treatment-

limiting. Some adverse effects are detected
prior to marketing, and are included in
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product labeling provided by the manufac-
turers. Whenlookingat productlabeling,
these adverse effects will belisted in the
“Warningsand Precautions” section. As
well, the “Adverse Reactions” section of the
product labeling will outline those adverse
effectsreported during clinical trials, as well as
those discovered during post-marketing
evaluation. Many tertiary drug information
resourcesalsoreportinformationregarding
common adverse effectsand precautions for
use with psychotropic medications.

At times, post-marketing evaluation may
detect critical adverse effects associated with
significant morbidity and mortal- ity. The
Food and Drug Administration

(FDA) may require manufacturers to revise
productlabeling toindicate these critical
adverseeffects. If found tobe particularly
significant, these effects are demarcated by a
black box outlining the informationat the
very beginning of the product labeling, and
have,inturn, beennamed black box warn-
ings. Blackboxwarningsare thestrongest
warning required by the FDA. Itisimpor-
tant for clinicians to be familiar with all
medication adverse effects, including black
box warnings, in order to appropriately
monitor patients and minimize therisk of
their occurrence.

The FDA has inrecent years taken addi-
tional measures to try and help patients
avoid serious adverse events. New guides
called Medication Guides have been devel-
oped, and arespecificto particular drugs and
drug classes. Medication Guides advise patients
and caregivers regarding pos-

sible adverse effects associated with classes of
medications, and include precautions that
they or healthcare providers may take while
taking/ prescribing certain classes of
medications. FDA requires that Medication
Guides beissued with certain prescribed
drugs and biological products when the
Agency determines thatcertaininforma-
tion is necessary to prevent serious adverse
offects, that patient decision-making should
be informed by information about a known
seriousside effectwitha product, orwhen
patientadherencetodirections fortheuse of
aproduct are essential to its effectiveness.
During the drug distribution process, ifa
Medication Guide has been developed for a

certain class of medications, then one must be
provided with every new prescription and
refill of thatmedication.

Copies of the Medication Guides for psy-
chotropic medications can be accessed on
the FDA website at:

http:/ /www.fda.gov/Drugs/DrugSafety /

ucm085729.htm

Usual Recommended Doses of
Common Psychotropic
Medications

The attached medication charts are intended
toreflectusual doses and brief medication
information for commonly used psy-
chotropic medications. The preferred drug list
of medications potentially prescribed for foster
children is the same as for all other Texas
Medicaid recipients.

Theseareintended toserveasa guide for
clinicians. The tables are not intended to
serve as comprehensive drug information
references or a substitute for sound clinical
judgment in the care of individual patients,

and individual patient circumstances may

dictate the need for the use of higher doses in
specific patients. In these cases, care-

ful documentation of the rationale for the
higher dose should occur, and careful moni-
toring and documentation of response to
treatment should be observed.

Not all medications prescribed by clinicians for
psychiatricdiagnosesinchildrenand
adolescents are included below. However, in
general, medications not listed do not have
adequateefficacy and safety information
available to support a usual maximum dose
recommendation.


http://www.fda.gov/Drugs/DrugSafety/ucm085729.htm
http://www.fda.gov/Drugs/DrugSafety/ucm085729.htm
http://www.fda.gov/Drugs/DrugSafety/ucm085729.htm

Criteria Indicating Need for Further Review of a
Child’s Clinical Status

he following situations indicate a need for review of a patient’s clinical care. These parameters do not necessarily indi-
cate that treatment is inappropriate, but they do indicate a need for further review.

For a child being prescribed a psychotropic medication, any of the following suggests the need for additional review of a
patient’s clinical status:

1. Absence of a thorough assessment for the DSM-5 diagnosis(es) in the child’s medical record
2. Four (4) or more psychotropic medications prescribed concomitantly (side effect medications arenotincluded in this count)

3. Prescribing of:
* Two (2) or more concomitant stimulants *
* Two (2) or more concomitant alpha agonists
* Two (2) or more concomitant antidepressants
* Two (2) or more concomitant antipsychotics
* Three (3) or more concomitant mood stabilizers

*The prescription of a long-acting stimulant and an immediate release stimulant of the same chemical entity (e.g., methyl-
phenidate) does not constitute concomitant prescribing.

Note: When switching psychotropics, medication overlaps and cross taper should occur in a timely fashion, generally within 4 weeks.

4. The prescribed psychotropic medication is not consistent with appropriate care for the patient’s diagnosed mental disorder or
with documented target symptoms usually associated with a therapeutic response to the medication prescribed.

5. Psychotropic polypharmacy (2 or more medications) for a given mental disorder is prescribed before utilizing psychotropic mono-
therapy.

6. The psychotropic medication dose exceeds usual recommended doses (FDA and/ or literature based maximum dosages).

7. Psychotropic medications are prescribed for children of very young age, including children receiving the following medications with an
age of:
* Stimulants: Less than three (3) years of age
* Alpha Agonists  Less than four (4) years of age
* Antidepressants: Less than four (4) years of age
* Antipsychotics ~ Less than four (4) years of age
* Mood Stabilizers: Less than four (4) years of age

8. Prescribing by a primary care provider who has not documented previous specialty training for a diagnosis other than the follow-
ing (unless recommended by a psychiatrist consultant):

* Attention Deficit Hyperactive Disorder (ADHD)
* Uncomplicated anxiety disorders

* Uncomplicated depression

9. Antipsychotic medication(s) prescribed continuously without appropriate monitoring of glucose and lipids atleastevery 6
months.

48



Members of the Ad Hoc Working Group on Psychotropic
Medication Parameters for Children and Youth in Foster Care

M. Lynn Crismon, Pharm.D.: Dean, James T. Doluisio Regents Chair & Behrens Centennial Professor, College of Pharmacy, The University of
Texas at Austin, Austin, TX. Co-Chair

James A. Rogers, M.D.: Medical Director, Texas Department of Family and Protective Services, Austin, TX. Co-Chair

D. Crawford Allison, M.D.: Clinic Physician and Research Medical Director, Hillcrest Family Health Center, Waco, TX.

Emilie Becker, M.D.: Texas Medicaid Chip Mental Health Medical Director, Texas Health and Human Services Commission, Austin, TX. Angela
Hughes Campbell, Pharm.D.: Psychopharmacologist, Austin State Hospital (Child and Adolescent Psychiatric Service), Austin, TX. Mark Janes,
M.D.: Medical Director, Bluebonnet Trails Community Services, Round Rock, TX.

Christopher J. Kratochvil, M.D.: Child Psychiatrist, Associate Vice Chancellor for Clinical Research, Chief Medical Officer UNeHealth, University
of Nebraska Medical Center, Omaha, NE.

LynnLasky Clark: President & CEO, Mental Health America of Texas, Austin, TX.
Molly Lopez, Ph.D.: Clinical Psychologist and Research Associate Professor, The University of Texas at Austin, Austin, TX.

James Lukefahr, M.D.: Medical Director-Center for Miracles, Professor of Pediatrics-University of Texas Health Science Center-Division of Child
Abuse Pediatrics, San Antonio, TX.

Octavio N. Martinez, Jr., M.D.: Executive Director-Hogg Foundation for Mental Health, The University of Texas at Austin, Austin, TX. Nina
JoMuse, M.D.: Child Psychiatrist: Texas Department of State Health Services, and private consultation practice, Austin, TX. Sylvia
Muzquiz-Drummond, M.D.: Medical Director MHMRA of Harris County, Houston, TX.

Steven Pliszka, M.D.: Professor and Chief of the Child Psychiatry Division, Department of Psychiatry, University of Texas Health Science Center,
San Antonio, TX.

Manuel Schydlower, M.D.: Professor of Pediatrics, Associate Dean for Admissions, Texas Tech University Health Sciences Center, Paul L. Foster
School of Medicine, El1 Paso, TX.

Kathy Teutsch, RN., LMSW-MSSW: CPS Division Administrator for Medical Services, Texas Department of Family and Protective Services,
Austin, TX.

Committee Members Disclosures: Since September 1, 2007, the authors below disclose the following financial relationships:

Dr. Allison has served as a member of the speakers” bureaus for Watson Pharmaceuticals, Novartis, and Abbott Pharmaceuticals, and he has received grant support through his
employer institution from BIPI, Bristol Myers Squibb, Forest, Glaxo Smith Kline, Juergen, Novartis, Orexigen, and Pfizer Pharmaceuticals.

Dr. Crismon has received grant support through his employer institution from Shire Pharmaceuticals. He has served as an expert witness for the U.S. Department of
Justice.

Dr. Kratochvil has received royalties from Oxford Press, and through his employer institution he has received support for serving as a consultant for AstraZeneca, Abbott,
Lilly, Pfizer, Quintiles,and Theravance. Hehasreceived grantsupportthroughhisemployerinstitution from Abbott, AstraZeneca, Forest, Lilly, Pfizer, Seaside, and Shire
Pharmaceuticals, and through his employer institution he has received support for serving on the Data Safety Monitoring Boards for Otsuka, Pfizer and Seaside
Pharmaceuticals.

Dr. Lopez holds stock in Lilly, Merck, Proctor & Gamble, and Pfizer Pharmaceuticals.

Dr. Pliszka has received speaking honoraria from Janssen/Ortho McNeil, he has served as a consultant for Shire Pharmaceuticals, and he has served as an expert witness for Eli
Lilly Pharmaceuticals. He has received research grants through his employer institution from Janssen/Ortho McNeil and Shire Pharmaceuticals.

The other members of the working group do not have any financial relationships to disclose.

49



References

Andrada SE, Lo JC, Roblin D, et al. Antipsychotic medication use among children and risk of diabetes mellitus. Pediatrics
2011;128:1135-41.

Biederman ], Spencer T], Monuteaux MC, Farone SV. A naturalistc 10-year prospective study of height and weight in children with
Attention Deficit-Hyperactivity Disorder Grown Up: sex and treatment effects. ] Pediatrics 2010;157:635-40.

Blair BS, Scahill L, State M, Martin A. Electro-cardiographic changes in children and adolescents treated with Ziprasidone: A Prospective
Study. ] Am Acad Child Adolesc Psychiatry 2005; 44:73-79.

Bridge JA, Iyengar S, Salary CB, etal. Clinical response and risk for reported suicidal ideal and suicide attempts in pediatric antidepres-
sant treatment. JAMA 2007;297:1683-1696.

Cavallo A, Ritschel WA. Pharmacokinetics of melatoninin human sexual maturation. ] Clin Endocrinol Metab1996; 81:1882-6.

Correll CU: Monitoring and management of antipsychotic-related metabolic and endocrine adverse events in pediatric patients. Int Rev
Psychiatry 2008;20(2):195-201.

Correll CU, Kratochvil CJ, March JS. Developments in pediatric psychopharmacology: focus on stimulants, antidepressants, and antipsy-
chotics. J Clin Psychiatry 2011;722:655-70.

Cooper, Sox CM, etal. ADHD drugs and serious cardiovascular events in childrenand youngadults. N Engl] Med 2011;365:1896-
904.

Crismon ML, Argo T. The Use of Psychotropic Medication for Children in Foster Care. Child Welfare 2009;88:71-100.

Custer JW, Raue RE, eds. The Harriet Lane Handbook: A Manual for Pediatric House Officers. 18th ed. Philadelphia, PA: Mosby/ Elsevier
2009.

DelBello MP, Versavel M, Ice K, et al. Tolerability of Oral Ziprasidone in Children and Adolescents With Bipolar Mania, Schizophrenia,
or Schizoaffective Disorder. ] Child Adolesc Psychopharmacol 2008;18(5):491-9.

De Hert M, Bobbelaere M, Sheridan EM, et al. Metabolic and endocrine adverse effects of second-generation antipsychotics in children
and adolescents: A systematic review of randomized, placebo controlled trials and guidelines for clinical practice. European Psychiatry
2011;26:144-158.

Dopheide JA. Recognizing and treating depression in children and adolescents. Am ] Health-Syst Pharm 2006;63:233-43.

Eden], Wheatley B, McNeil B, Sax, H. Knowing what worksin health care: A roadmap for thenation. Washington, DC: National
Academies Press 2008;288 pp.

Findling RL, Drury SS, Jensen PS, AACAP Committee on Quality Issues. Practice parameter for the use of atypical antipsychotic
medications in children and adolescents. American Academy of Child and Adolescent Psychiatry. Approved by the AACAP Council on
August2, 2011.

Findling RL, Johnson JL, McClellan J, et al. Double-blind maintenance safety and effectiveness findings from the treatment of early-onset
schizophreniaspectrum (TEOSS) study. ] Am Acad Child AdolescPsychiatry 2010;49:583-94.

Findling RL, Reed MD, O'Riordan MA, Demeter CA, Stansbery R], McNamara NK. Effectiveness, safety, and pharmacokinetics of
quetiapine in aggressive children with conduct disorder. ] Am Acad Child Adolesc Psychiatry 2006;45:792-800.

Gandelman K, Alderman JA, Glue P et al. The impact of calories and fat content of meals on oral ziprasidone absorption: A randomized,
open-label, crossover trial. ] Clin Psychiatry 2009;70:58-62.

Gilbert DL, Batterson JR, Sethuraman G, et al. Tic Reduction With Risperidone Versus Pimozide in a Randomized, Double-Blind,
Crossover Trial. ] Am Acad Child Adolesc Psychiatry 2004,43(2):206-14.

50



Greenhill L, Kollins S, Abikoff H, et al. Efficacy and safety of immediate-release methylphenidate treatment for preschoolers with ADHD. ]
Am Acad Child Adolesc Psychiatry 2006;45(11):1284-1293.

Geller B, Luby JL, Joshi Pet al. A randomized controlled trial of risperidone, lithium, or divalproex sodium for initial treatment of bipolar
Idisorder, manic or mixed phase, inchildrenand adolescents. ArchGenPsychiatry 2012:69:515-28.

Gleason MM, Egger HL, Emslie GJ, et al. Psychopharmacological treatment for very young children: contexts and guidelines. ] Am Acad
Child Adolesc Psychiatry 2007;46:1532-1572.

Hammond TA, Laughren T, Racoosin ], Suicidality in pediatric patients treated with antidepressant drugs. Arch Gen Psychiatry.
2006;63:332-339.

Hay W, Levin M, Deterding R, et al. Current diagnosis and treatment pediatrics. 20th ed. McGraw-Hill Professional Publishers 2010.

Johns Hopkins Hospital, Arcara K, Tschudy M. The Harriet Lane Handbook: A Manual for Pediatric House Officers. 19thed.
Philadelphia, PA:Mosby /Elsevier 2012.

Knapp P,Chait A, Pappadopulos, E, Crystal S, Jensen PS, T-MAY Steering Committee. Treatment of maladaptive aggression in youth.
CERT Guidelines I. Engagement, assessment, and management. Pediatrics 2012;129(6):e-1562-76.

Kliegman RM, Stanton B, Geme]J, etal. Nelson textbook of pediatrics. 19th ed. Saunders Publishers; 2011.

McVoy M, Findling RL eds. Clinical manual of child and adolescent psychopharmacology, 2nd ed. American Psychiatric Publishing
Washington, DC. 2013

Perrin JM, Friedman RA, Knilans TK, et al. Cardiovascular monitoring and stimulant drugs for Attention Deficit/ Hyperactivity Disorder.
Pediatrics 2008;122:451-453.

Pliszka SR, AACP Work Group on Quality Issues. Practice parameter for the assessment and treatment of children and adolescents with
attention-deficit/hyperactivity disorder. ] Am Acad Child Adolesc Psychiatry 2007;46:894-921.

Pliszka SR, Crismon ML, Hughes CW, Conners CK, Emslie GJ, Jensen PT, McCracken ]JT,Swanson JM, Lopez M, and the Texas
Consensus Conference Panel on Pharmacotherapy of Childhood Attention Deficit/ Hyperactivity Disorder. The Texas Children’s
Medication Algorithm Project: A revision of the algorithm for the pharmacotherapy of childhood Attention Deficit/Hyperactivity Disorder.
J Am Acad Child Adolesc Psychiatry 2006;45:642-57.

Rosato NS, Correll CU, Pappadopulos, E, Chait A, Crystal S, Jensen PS, T-MAY Steering Committee. Treatment of maladaptive aggression
inyouth. CERT guidelinesII. Treatments and ongoing management. Pediatrics 2012,;129(6):€1577-86.

Rush AJ, First MB, Blacker D. Handbook of Psychiatric Measures; 2nd ed. Washington, DC. American Psychiatric Publishing 2008.

Sallee FR, Miceli J], Tensfeldt T, et al. Single-Dose Pharmacokinetics and Safety of Ziprasidone in Children and Adolescents. ] Am Acad
Child Adolesc Psychiatry 2006,45(6):720-8.

Scahill L, Oesterheld, JR. Martin A. Pediatric psychopharmacology II. General principles, specific drug treatments, and clinical practice.
In: Lewis M (ed.). Child and adolescent psychiatry: A comprehensive textbook. Lippincott Williams & Wilkins, Philadelphia 2007
754-788.

Scheeringa MS, Weems CF, Cohen JA, et al. Trauma-focused cognitive-behavioral therapy for posttraumatic stress disorder in 3 through 6
year-old children: a randomized clinical trial. J Child Psychol Psychiatry 2011;52:853-860.

Schelleman H, Bilker WB, Strom BL, et al. Cardiovascular events and death in children exposed and unexposed to ADHD agents.
Pediatrics 2011;127:11-20-1110.



Seida JC, Schouten JR, Boylan K, et al. Antipsychotics for children and young adults: a comparative effectiveness review. Pediatrics
2012;129:771-e784.

Sikich L, Frazier JA, McCelellan J, et al. Double-Blind Comparison of First- and Second-Generation Antipsychotics in Early-Onset
Schizophrenia and Schizoaffective Disorder: Findings from the Treatment of Early-Onset Schizophrenia Spectrum Disorders (TEOSS)
Study. Am]Psychiatry 2008;165(11):1420-31.

Subcommittee on Attention-Deficit Hyperactivity Disorder, Steering Committee on Quality Improvement and Management. ADHD:
Clinical Practice Guideline for the Diagnosis, Evaluation, and Treatment of Attention-Deficit/Hyperactivity Disorder in Children and
Adolescents. Pediatrics 2011;128:1007-22.

Swanson ], Arnold LE, Kraemer H. Evidence, Interpretation, and Qualification From Multiple Reports of Long-Term Outcomes inthe
Multimodal Treatment Study of Children With ADHD (MTA): PartI: Executive Summary. ] Atten Disord 2008;12: 4-14.

van Geijlswijk IM, van der Heijden KB, Egberts ACG, et al. Dose finding of melatonin for chronic idiopathic childhood sleep onset
insomnia: an RCT. Psychopharmacology 2010;212:379-391.

Vitiello B. Understanding the Risk of Using Medications for Attention Deficit Hyperactivity Disorder with Respect to Physical Growth and
Cardiovascular Function. Child and adolescent psychiatric clinics of North America 2008;17(2):459-474.

Wagner KD, Pliszka SR. Treatment of child and adolescent disorders. In: Schaztzberg AF, Nemeroff CB (eds). Textbook of
psychopharmacology,4th. Ed. AmericanPsychiatric Publishing, Washington, DC, 2009;1309-1371.

Walkup ], Work Group on Quality Issues. Practice parameter on the use of psychotropic medication in children and adolescents. ] Am
Acad Child Adolesc Psychiatry 2009;48:961-73.

Wozniak J, Mick E, Waxmonsky J, etal. Comparison of Open-Label, 8-Week Trials of Olanzapine Monotherapy and Topiramate
Augmentation of Olanzapine for the Treatment of Pediatric Bipolar Disorder. ] Child Adolesc Psychopharmacol 2009;19(5):539-45.

Zuddas A, Zanni R, Usala T. Second generation antipsychotics (SGAs) for non-psychotic disorders in children and adolescents: a review of
the randomized controlled studies. Eur Neuropsychopharmacol 2011;21:600-20.



Web Link References

21 CFR Part 201. Specific Requirements on Content and Format of Labeling for Human Prescription Drugs: Revision of “Pediatric Use”
Subsection in the Labeling; Final Rule, Federal Register Volume 59, Number 238, December 13, 1994.
http:/ /www.gpo.gov/fdsys/pke/FR-1994-12-13 / html/94-30238.htm

Advisory Committee on Psychotropic Medications. The use of psychotropic medications for children and youth in the Texas foster care
system. Texas Department of Family and Protective Services, September 1, 2004. Archived at:
http:/ /www.dfps.state.tx.us/Child_Protection/Medical_Services/guide-psychotropic.asp

Childrenand Adolescents’ Psychoactive Medication Workgroup. Psychoactive medication for children and adolescents: Orientation for
Parents, Guardians, and Others. Massachusetts Department of Mental Health, Boston, July 2007.
http:/ /www.mass.gov/eohhs/docs/dmh/publications/psychoactive-booklet.pdf

Child Exposure to Trauma: Comparative Effectiveness of Interventions Addressing Maltreatment (Review Number 89). GoldmankFJ,
LloydSW,etal., April15,2013.
http:/ /effectivehealthcare.ahrq.gov/index.cfm/search-for-guides-reviews-and-reports/ ?pageaction=displayproduct&productid=1463

Child Welfare Trauma Training Toolkit (2013). The National Child Traumatic Stress Network. http:/ /learn.nctsn.org/login/index.php

Facts and Comparisons Drug Information. Clin-eguide [database online]. St. Louis, MO: Wolters Kluwer Health, Inc., 2012.
http:/ /clineguide.ovid.com.ezproxy.lib.utexas.edu/.

FDA Drug Safety Communication: Revised recommendations for Celexa (citalopram hydrobromide) related to a potential risk of abnormal
heart rhythms with high doses, August 24, 2011.  http://www.fda.gov/Drugs/DrugSafety/ucm297391.htm.

Making Healthy Choices: A Guide on Psychotropic Medication for Youth in Foster Care. Administrationon Children, Youthand
Families Children’s Bureau, U.S. Department of Health and Human Services, 2012. http:/ /www.nrcyd.ou.edu/learning-center /med-guide

Natural Medicines Comprehensive Database [database online]. Stockton, CA: Therapeutic Research Faculty, 2011.
http:/ /naturaldatabase.therapeuticresearch.com.

Pediatric and Neonatal Lexi-Drugs. Lexi-Comp OnlineTM [database online]. Hudson, OH: Lexi-Comp, Inc., 2012.
http:/ /online.lexi.com.ezproxy.lib.utexas.edu.

When to seek referral or consultation with a child or adolescent psychiatrist. American Academy of Child and Adolescent Psychiatry, 2003.
http:/ /www.aacap.org/ AACAP/Member Resources/Practice Information/When_to_Seek Referral or Consultation with a CAP.aspx



http://www.gpo.gov/fdsys/pkg/FR-1994-12-13/html/94-30238.htm
http://www.dfps.state.tx.us/Child_Protection/Medical_Services/guide-psychotropic.asp
http://www.mass.gov/eohhs/docs/dmh/publications/psychoactive-booklet.pdf
http://effectivehealthcare.ahrq.gov/index.cfm/search-for-guides-reviews-and-reports/?pageaction=displayproduct&amp;productid=1463
http://learn.nctsn.org/login/index.php
http://clineguide.ovid.com.ezproxy.lib.utexas.edu/
http://www.fda.gov/Drugs/DrugSafety/ucm297391.htm
http://www.nrcyd.ou.edu/learning-center/med-guide
http://naturaldatabase.therapeuticresearch.com/
http://online.lexi.com.ezproxy.lib.utexas.edu/
http://www.aacap.org/AACAP/Member_Resources/Practice_Information/When_to_Seek_Referral_or_Consultation_with_a_CAP.aspx

Stimulants (for treatment of ADHD)

SRR FDA Approved Maximum
. Drug Initial Based pp . Black Box |Warnings and
Drug (generic) . Dosage for Children and |Schedule e ;
(brand)+ Dosage Maximum Warning Precautions
Adolescents
Dosage
* Age 3-5 years: Approved for childrgn 3years One to three
Adderall® 2.5 mg/day and older: times daily
. . + Age = 6 years: 40 mg/day
IAmphetamine mixed 5-10 mg/day
salts* >50 kg: 60 mg/
. - : ay
5_1Aogs]§/dl§yyear5. Approved for children 6 years
IAdderall®XR « Age 213 years: and older: 30 mg/day Once daily
10 mg/day
* Age 3-5 years:
. 2.5 mg/day
Dexedrine® ;
. +Age=6years:5 | 59 kg: 60 mg/ Approved for children 6 years Once or twice
Dextroamphetamine mg twice daily day and older: 40 mg/day daily
Dexedrine * Age =6 years: 5
Spansule® mg/day + Sudden death in those
Approved for children 6 years with pre-existing structural
Lisdexamfetamine yvanse® 30 mg/day 70 mg/day and older: 70 mg/day (Once daily cardiac abnormalities
or other serious heart
problems
* Age 3-5 years:
2.5 mg twice * Abuse « Hypertensi
Ritalin® daily One to three potential ypertension
’ Agg =6 years: 5 Approved for children 6 years fimes daily .
mg twice daily and older: + Psychiatric adverse event
60m /da' * Sudden
— giday - death and .
Ritalin®@SR 20 mg/day « Age 3-5 years: 1-2 X daily serious car- | ¢ Long-term suppression
— 22.5 mglday - diovascular | of growth
Ritalin®LA 20 mg/day + >50 kg: Once daily events
100 mg/day . . * Tics
Metadate®ER |10 mg/day Approved for children 6 years  [2-3 X daily
and older:
Methylphenidate* Metadate®CD |10 mg/day 60 mg/day Once daily + Decreased appetite
i ice dai Approved for children 6 years ~ [One to three )
Methylin® 5 mg twice daily pp and older y kimes daly « Sleep disturbance
Methylin®ER  [10 mg/day 60 mg/day 2-3 X daily
IApproved for children 6 years
and older:
Concerta® 18 mg/day 108 mg/day + Age 6-12 years: 54 mg/day Once daily
+ Age 13-17 years: lesser of 72
mg/day or 2 mg/kg/day
Approved for children 6 years
Daytrana®TD  [10 mg/day 30 mg/day and older: Once daily
30 mg/day (largest patch)
Approved for children 6 years
Focalin® 2.5 mg twice daily and older: 20 mg/day [Twice daily
Dexmethylphenidate* 50 mg/day -
Approved for children 6 years
Focalin®XR 5 mg/day and older: 30 mg/day Once daily

* Generic available

** See the FDA approved product labeling for each medication for the full black box warnings.

* IR, immediate release; SR, sustained-release formulation; CD, combined immediate release and extended release; ER and XR, extended-release; LA, long-acting; TD, transdermal




Other ADHD Treatments

HIEEE FDA Approved Maximum
Drug Drug Initial Based Dosa Eepfor Children and lschedule Baseline/ Black Box |Warnings and
(generic) |[(brand)+ Dosage Maximum 9 Monitoring [Warning Precautions
Adolescents
Dosage
« Severe liver injury
« Serious cardiovascular
events, including
sudden death, par-
ticularly in those with
’ . -existing structural
« Weight <70 kg: A pre-existi
Suicidal thinkin: abnormalities or other
0.5 mg/kg/day f " Approvzed for treatment)of in children andg serious heart problems
IAtomoxetine Lesser of 1.8 mglkg  |ADHD (age 6-17 years): Once or twice . )
Strattera® or 100 mg/day Lesser of 1.4 mlkglday or 100 mg/  |daily None gdolescents Increased blood pres
« Weight >70 kg: day being treated for sure and heart rate
’ ADHD + Psychiatric adverse
40 mg/day evzn s
+ Allergic Events
* Priapism
+ Long-term suppression
of growth
+ Weight gain
» Weight 27-40.5 kg:
*» Weight <45 kg: 0.2 mg/day
Cataprese (R) 0.05 mg/day « Weight 40.5-45 kg:  |Not approved for treatment of ADHD  [One to four
P o Wi . |0.3mg/day in children and adolescents [times daily Personal and )
Clonidine* Weight >45 kg: - family Hypotension
0.1 mg/day « Weight >45 kg: 0.4 cardiovascular None « Bradycardia
mg/day history + Syncope
Approved for treatment of ADHD (age . .
Kapvay® (ER) 0.1 mg/day 0.4 mg/day 6-17 years): C?:”Cye or twice * Sedation/Somnolence
0.4 mg/day Do not discontinue
abruptl
) « Weight 27-40.5 kg: uptly
* Weight <45 kg: 2 mg/day
enex® () 0.5 mg/day « Weight 40.5-45 kg:  [Not approved for children and One to four CAUTION IF
« Weight > 45 kg; 3 mg/day adolescents [times daily Personal and zﬁ%:%gv\:EHHOTICS
(Guanfacine* 1 mg/day * We}ght >45kg: 4 carIiEiitrJT\]/I;yscular None (L BP)
mg/day
history
Approved for treatment of ADHD (age
Intuniv® (ER) 1 mg/day 4 mg/day 6-17 years): Once daily
4 mg/day
Lesser of 6 mg/kg/
Lesser of 3 mg/
ellbutrin® kg/day or 150 d*’?‘{] or 3 O? (rjng/day Qne t%thlree
mglday ¥ |1t50no single dose [times daily
m . i ination wi
Bupropion* 9 Not approved for children and None asAeolrscombmatlon with
ellbutin®SR  |Same as above 400 mg/day adolescents dO;}E/e or twice Increased risk of
suicidal thinking | * Suicidal ideation
ellbutin®XL  |Same as above  [450 mgiday Once daily and behavior
_(Sur']c'dtat“ty) « Activation of mania/
in short-term i
[Approved for treatment of studies in children hypomania
lenuresis in children and adolescents )
Age 6-12 years: lesser of « Pulse with major : {_howerzs Izelzure
) resho
Imipramine*  [Tofranil® Lesser of 1 mg/kg/  |Lesser of 4 mg/kg/ 2.5 mglkg/day qr 50 mg/day Twice daily ‘ECG _depres- sive
day or 25 mg/day  |day or 200 mg/day JAge > 12 years: lesser of disorder (MDD)
2.5 mglkg/day or 75 mg/day and other + Discontinuation syn-
IApproved treatment of psychiatric drome
depression > 12 years: 100 mg/day disorders
+ Caution with cardiac
e f kg/ d for child d Pul disease
I Lesser of 2 mg/kg Not approved for children an ’ . * Pulse
Nortriptyline*  [Pamelor® 0.5 mg/kg/day day or 100 mg/day adolescents Twice daily “ECG
Nortrilen®

* Generic available

+ IR, immediate release; SR, sustained-release formulation; ER, extended-release; XL, extended-length




Antidepressants, SSRIs

. Literature Based FDA. Sl Patient Black Warnings
Drug Drug Initial Dosage ’ Maximum Dos- L
. Maximum Dosage . Schedule Monitoring Box and
(generic) |(brand)+ age for Children . .
Parameters | Warning | Precautions
and Adolescents
. « Children: 10 mg/day Not approved for children
*
Citalopram Celexa® + Adolescents: 20 mg/day A0 mglday and adolescents
* Age 6-17 years (autism): 2.5 : ch?”t de:gﬁroved for Use in combina
Escitalopram*  |Lexapro® moley " Age 612 years: 20mglday | . approved for treament tion with MAOIs
. . . S . of MDD in adolescents S
gté%?ycems (MDD): 10 Age = 12 years: 30 mg/day (age 12-17 years): 20 + Sicidal ideation
mg/day + Activation of
Approved for treatment Increased the manaihypomana
' Once dail i T
+ Children: 5-10 ma/d of MDD (age 8-18 y ”Stl; ?J(I);nczabfd + Discontinuation
Fluoxetine* Prozac® e > maeey 60/day years): 20 mg/day * Pregnancy test |- ot g il syndrome
. . * Approved for treat- - as clinically L
Adolescents: 10 mg/day ment of OCD (age 7-17 indicated thg\ekrl]r;% i?)?d . i/:znormm bleed-
years): 60 mg/day « Monitor for (shgligidalityzj in Weightloss
children, ado- | *
) « Children: Not recommended | * Children: Not recommended e;n er_g%ncle lescents, and '
Paxil® ents: ol sulclda oung adults in | * Serotonin
+ Adolescents: 10 mg + Adolescents: 40 mg ideation or young Syndrome or
. Not approved for children behavi short-term -
Paroxetine* land adolescents enavior studies of Neurolepic
+ Children: Not recommended | « Children: Not recommended « Monitor weight major depres- hSAarlllgrr:)?rr]];
Paxil®CR « Adolescents: 25 mg + Adolescents: 50 mg and growth s(i\'chgs)oggsr y
. + Interference with
[Approved for treatment of other psychi- cognitive and
Luvox® 25 mg/day « Age 8-11 years: 200 mg/day |[OCD (age 8-17 years): Daily doses >50 atric disorders | motor perfor-
Fluvoxamine* ) + Ages &-11 years: 200 mg should be mance
* Age 12-17 years: 300 mg/ mg/day divided
Luvox®CR 100 mg/day day * Ages 12-17 years: 300 * Lowers seizure
mg/day threshold
* Hyponatremia
Age 6-12 years: 12.5-25 mg/
d%y Age 13/3_17 years: 25_58 Approved for treatment of
Sertraline* Zoloft® mg/day ' 200 mg/day OCD (age 6-17 years): 200 [Once daily
mg/day

* Generic available

+ CR, controlled-release

From Black Box Warning in product labeling: Patients of all ages who are started on antidepressant therapy should be monitored appropriately and observed closely for clinical worsening,
suicidality, or unusual changes in behavior. Families and caregivers should be advised of the need for close observation and communication with the prescriber. Both patients and families
should be encouraged to contact the clinician if depression worsens, the patient demonstrates suicidal behavior or verbalizations, or if medication side effects occur. The appropriate
utilization of non-physician clinical personnel who are knowledgeable of the patient population can aid in increasing the frequency of contact between the clinic and the patient/parent.




Antidepressants, SNRIs

Literature [FDA Approved Patient Monitorin
Drug Drug Initial Based Maximum Dos- Schedule v —" g Black Box [Warnings and
(generic) (brand)+ |Dosage Maximum |age for Children \Warning Precautions
Dosage [and Adolescents
IR: Two to * Pregnancy test - as clinically indicated
Effexor « Children: 150 thrée times * Monitor for emergence of suicidal « Use in combination
Age 7-17 ) ’ . ideation or behavior with MAOIs
enlafaxine* jears: 37.5 mg/day . Not approved forchildren daily * Blood pressure during dosage titration -
mglday + Adolescents:  fand adolescents _ and as clnically indicated + Suicidal ideation
Effexor®XR 375 mo/day XR: Once dally | | Monitor weight and growth « Abnormal bleeding
+ Serum cholesterol levels .
Increased the risk | * Severe skin reac-
* Pregnancy test — as clinically indicated compared to tions
. Child(en: « Chidren: . llxélon:ltorfor sn;]ergence of suicidal lplacetl)o pf Ssui- « Discontinuation
Insufficient Insufficient ) . ideation or behavior cidal thinking and syndrome
Duloxetine cymbalta® Evidence Evidence Not approved for children (Once or twice * Blood pressure prior to initiating treat- | behavior (suicid- o '
« Adolescents: and adolescents daily ment, during dosage titration and as ality) in children, | * Activation of mania/
* Adolescents: : cIinicaIIy indicated adolescents, and hypomania
60 mg/day ) : ) _ )
40 mg/day + Hepatic function testing - baseline oung adults s
o S young * Hepatotoxicity
and as clinically indicated in short-term
studies of major | * Orthostatic hypoten-
« Pregnancy test — as clinically indicated | depressive dis- sion and syncope
I \ Chidran: + Monitor for emergence of suicidal order (MDD) and | « Serotonin Syndrome
. |(2h|lc#en. t E\lelj(:friiitm ideation or behavior other psychiatric | or Neuroleptic
g\filéelﬁézn Evidence « Blood pressure prior to initiating treat- disorders Malignant Syndrome
. - Not approved for children : ment, during dosage titration and as )
Desvenlafaxine Pristiq® and adolescents Once daily cinically indicated « Seizures
+ Adolescents: | « Adolescents: + Hepatic function testing - baseline « Elevated blood
50 mg/day 100 mg/day. and as clinically indicated pressure
+ Serum cholesterol and triglyceride )
levels * Hyponatremia

* Generic Available

+ XR, extended-release

From Black Box Warning on package inserts: Patients of all ages who are started on antidepressant therapy should be monitored appropriately and observed closely for clinical worsening,
suicidality, or unusual changes in behavior. Families and caregivers should be advised of the need for close observation and communication with the prescriber. Both patients and families
should be encouraged to contact the clinician if depression worsens, the patient demonstrates suicidal behavior or verbalizations, or if medication side effects occur. The appropriate
utilization of non-physician clinical personnel who are knowledgeable of the patient population can aid in increasing the frequency of contact between the clinic and the patient/parent.




Antipsychotics: Second Generation (Atypical)

Literature FDA Approved :
Drug Drug Initial Based Maximum Dosage Schedule Msr?ittlgPiL BVI\?;I;&OX Warnings and
(generic) |(brand)+ |Dosage Maximum for Children and Parametergs 9 [precautions
Dosage Adolescents
+ Approved for treatment of + Fasting plasma glucose Not  approved
Bipolar Mania or Mixed level or hemoglobin Alc - [for depression
. . Episodes (age 10-17 at baseline, at 3 months,  [in under age
+ Children: 15 mg/day years) and Schizophrenia then every 6 months. 18. Increased
Aripiprazole Abilify® 2 mg/day « Adolescents: 30 mg/ (13-17 years): 30 mg/day |Once daily - ) the risk of sui-
day + Approved for treatment of * Lipid screening [total cidal  thinking
irritability associated with cholesterol, low-and high-  Jand behavior in
Autistic Disorder (age density lipoprotein (LDL  |short-term
6-17 years): 15 mg/day and HDL) cholesterol, and studies in
triglycerides]-at baseline, children and
* Age <9 years: . + Approved for treatment of at 3 months, then every 6 | adolescents
Seroquel® 12.5-25 mg/ * Ade <9 years: 400 Bipolar Mania (age 10-17 months. with major
Ouetiapine* day mg/day years): 600 mg/day Two to three o depressive
s OXR » Age 10-17 . Age 10-17 years: 800 + Approved for treatment ~ ftimes daily . CBC as indicated by disorder and
€eroquel years: 50 mg/ mgiday of Schizophrenia (13-17 quidelines approved by other psychiat-
(brand only)  gay years): 800 mg/day the FDA in the product tic disorders
labeling.
* Age < 6 years:
1.25 mg/day Approved for treatment of « Pregnancy test - as clini-
 Age 6-12 . . Bipolar Mania or Mixed cally indicated
Olanzapine* 7vorexa® ears: 2.5 mg/ Children: 12.5 mg/day Episodes and Once dail None related
P P day |Adolescents: 20 ma/da Schizophrenia (age 13-17 Y + Blood pressure, pulse rate, [to youth
+ Age 2 13 ) gicay years): height, weight and BMI
years: 2.5-5 20 mg/day measurement — when a ) !
mg/day new antipsychotic is initi- + Neuroleptic Malignant
ated and at every visit Syndrome
* Approved for treatment
+ Children of Schizophrenia (age + Sexual function inqui + Tardive Dyskinesia
b <20 kg: 0.25 13-17 years) and Bipolar L inquire yearly for evi- '
mgiday + Children; 3mg/day [ Mania or Mixed Episodes ) dence of galactorrhea/ * Hyperglycemia and
Risperidone* Risperdal® >20kg: 0.5 (age 10-17 years): 6 mg/day [Once or twice  [gynecomastia, menstrual None related Diabetes Mellitus
mgiday o + Adolescents: 6 mg/day | * Approved for treatment  |daily disturbance, libido dis- lto youth ) )
« Adolescents: ' of irritability associated lturbance or erectile/ * Weight gain
0.5 mglday ’ ith autistic disorder (age ejaculatory disturbances in T
‘ 5-16 years): 3 mg/day males (Priapism has been + Dyslipidemia
Egggﬁgovr\]/ghalr:%pendone, - - « Orthostatic Hypotension
) Ziprasidone). This inquiry * Risk of lfe )
« Children: 150-300 should be done at each Visit threatening . Lfeukopenla, neutrope-
Clozari® | » Children: 6.25- | Mg/day kquarterly for inpatients) for ?()g];iinulocy- nia, and agranulocytosis
12.5 mg/day + Adolescents: 600 he first 12 months after Voo . .
Slozapine* Fazaclo® mg/day Not approved for children  [Once or twice ~ [starting an antipsychoticor | aelélcjz;?(?itis :‘r?r‘gsrqzlze'zure
it oral dis- + Adolescents: and adolescents dail until the medication dose is y
{ : Y * Other
'mfgbrlatt'ng 2'6125'25 MY | Target serum clozapine [ptable and then yearly. adverse car- | * Cognitive and motor
ablet) y level of 35|0 ?rg/mL for + EPS evaluation (examina- diovascular impairment
optimal efficacy Wremor and respira- )
akathisia) - before initia- tory effects Hyperthermia
Insufficient tion of any antipsychotic « Dysphagia
hsencpine evidence:roih |02 aity actnem
" " Insufficient evi- - . Not approved for children ing by mouth for e ° None related * Hyperprolactinemia
(sublingual) Saphris® dence Insufficient evidence and adolescents 10 minutes after |n|t|at|r:g tree;:rr:gnt Wltht'l o youth (Except not reported
sublingual Fnew antipsychotic or unti with Aripiprazole,
adminis-tration  [{he dose has been Clozapine, and
tabilized and weekly for 2 Asenapine)
! Insufficient - . Not approved for children  [Insufficient weeks after a dose None related
lloperidone Fanapt® Evidence Insufficient evidence and adolescents Evidence increase. to youth « Extrapyramidal side
. o effects
Chidren: + Children: Insufficient  [Approved for treatment of : lﬁéﬂ'v_ee[\)/ef;'?gsﬁoi‘{ﬁlsu'
Ingufﬁciém . Z\ggﬁgccints: Sgg:égphrenla (age 12-17 For high risk patients
Paliperidone Invega® evidence b Weight < 51 kg: 6 + Weight <51 kg: 6 mg/  |Once daily (|nc|udf|5ng th(ihelderly), {\lone {ﬁlated
+ Adolescents; 3 [M9/day day every s monis- oyed
/d "7 b Weight 251 kg: 12 +» Weight = 51 kg: 12 - . )
mg/day ma/da malda * Vision questionnaire - ask
giaay giaay whether the patient has
- - experienced a change
+ Bipolar * Bipolar Disorder in vision and should
Disorder (age | * Weight <45 kg: 80 - specifically ask about
10-07 years):  mglday Not approved for children evlirgiiunfgg!etgtke istance vision and blurry None related
inrasi * « Wei . \ g ision-yearly. (Cataracts
Ziprasidone Geodon® igur?;/ti? mg\l/g:'y‘-?ht >45kg- 160 and adolescents with 2500 calo-  |have b)éen yeéoned for fto youth
i rie meal ietani
D|s/%rder: 5 « Tourette’s Disorder: 40 Quietapine)
moloay mg/day * EKG - Baseline and as
clinically indicated
. (QTc prolongation
nsufficient ot A for child I.rgjsufflmetntk reported for Asenapine, N ated
. nsufficien - : ot approved for children evidence; take  |clozapine, lloperidone, one relate!
Lurasidone Latuda® Evidence Insufficient evidence 2nd adolescents with >350 Palipepridone, (pQuietapine o youth
calorie meal  Jand Ziprasidone)

* Generic available




+ XR, extended-release

Antipsychotics: FirstGeneration (Typical)

Literature ;
Drug Drug Initial Based ':D?)Q;F:epfrcﬂvggim%:]n;rj]rg Schedule Black Box \Warnings and
(generic) (brand) Dosage Maximum gAd | Warning Precautions
Dosage olescents
Approved for treatment of severe
+ Age > 6 months: behavioral problems , o
0.25 mg/lb every 4- + Age < 5 years: 40 (age 6 months-12 years) * Tardive Dyskinesia
6 hours, as needed mg/day + Outpatient Children: 0.55 mg/kg .
_— , + Age 5-12 years: 75 [every 4-6 hours, as needed One to six None related to | * Neuroleptic
(Chiorpromazine Thorazine® |, Adolescents: 10-25 | mg/day + Inpatient Children: 500 mg/day times daily outh Malignant
mg/dose every 4-6 | « Age > 12 years: Syndrome
hours 800 mg/day Approved for the management of
manifestations of Psychotic + Leukopenia,
Disorders (age > 12 years): 1 g/day neutropenia, and
) agranulocytosis
« Children: 0.15 mg/ [Approved for treatment of Psychotic
kg/day Disorders, Tourette’s Disorder, and « Drowsiness
+ Age 3-12 years, « Adolescents severe behavioral problems (age
(15-40kg): 0.025- | Acute agitation: =3 years): Orthostatic h
. . . ypo.
aloperidol Haldol® 0.05 mg/kg/day 15 mg/dose * Psychosis: 0.15 mg/kg/day One to three  [None related to tension
P o Psychosis: 15 * Tourette’s Disorder and severe times daily youth
+Age>13years: 1 [mg/day behavioral problems: 0.075 mg/ « EKG changes
mg/day o Tourette’s Disorder: | kg/day
15 mo/ day + Severely disturbed children: 6 mg/ « Extrapyramidal
day symptoms
* Chidren: insuf- + Ocular changes
ficient evidence
+ Adolescents: Joh r IApproved for treatment of psychotic .
L Outpatient:  4-8 C_h||dren._|nsuf— disorders (age 212 years): * Hyperprolactinemia
Perphenazine* Trilafon® g three  times ficient evidence . Two to fqur None related to
daily + Adolescents: 64 + Outpatient: 24 mg/day times daily youth + Anticholinergic
o Inpatient: 8-16mg molday « Inpatient: 64 mg/day effects (constipa-
twice to four times tion, dry mouth,
daily blurred vision, uri-
nary retention)
*» Age 7-12 years: )
|esgezr of ?km/%/day Approved for tlrjei::\(t)rrrgjeér:t of Tourette’s « Antiemetic effect
> : or 0.z mg/kg/day Reported in
Pimozide Orap® Age 2T years: 005 |, Age = 12 years: (age =12 years): Of.‘ce or None related to (Chlgr romazine
ma/kg twice daily youth p 4
Lesser of 10 mg/ Lesser of 10 mg/day or 0.2 mg/ and Perphenazine)
day or 0.2 mg/ kald
g/day
kg/day

* Generic available




Mood Stabilizers

Literature FD,CI‘ Approved
Drug Drug Initial [Target Dosage Based aximum : [ Black Box Warnings and
(generic) |(brand)+ [Dosage Range Maximum C?]?Iil?gﬁ f;;]rd Szl Eamefive iebisdng | ol oy Precautions
ROSEUE Adolescents
6 Age <6 years: 35 A dh « Stevens-Johnson
Cabatio®ER) [* Age <6 years: |, . * : pproved for - Tyjice dail Syndrome
oER) 10-20 mg/kg/day Age <6years: 35 |mg/kgiday treatment of Seizure y . + Stevens- . A{ﬂastic anemia
mglkg/day Disorders « HLA-B*1502 Allele (risk | Johnson - Slicidality
+ Ages 6-12 years: A in gll ages ; of SJS) Syndrome « Teratogenicity
+ Age 6-12 years: |, . . |B00 mg/day * Age <6 years: [Two to four + Neutropenia
(Carbamazepine* Tegretol® 10 mg/kg/day or 40?)98650%12/ dy:ars. 135 mg/kg/day [imes daily * Pregnancy test « Aplastic * Hyponatremia
200 mg/day g/day * Age 12-15 years: |, Age 6-15 years: «CBC Anemia/granu- |+ Induces metabolism
1000 mg/day 1000 mg/day ' locytosis of itself and some
« Age >12 years: 800- — * Electrolytes other drugs
Tegretol®XR | * Age >12 years: 1200 mg/day « Age >15 years: |+ Age >15 years: Twice daily « Decreased efﬂqacy of
400 mg/day 1200 mg/day 1200 mg/day oral contraceptives
+ Withdrawal seizures
* Hepatotoxicity
Approved for treat- + Pancreatitis
ment of Seizure ) . + Urea cycle disorders
Disorders (age > 10 + Chemistry Panel + Hepatotoxicity | Teratogenicity
Serum level: 125 years) ’ .. | * Suicidal ideation
: + CBC (with platelets) « Teratogenicity |, ;
Divalproex . y pg/mL, or One to three Thrombocytopenia
Sodium* Depakote®  [10-15 mg/kg/day  [30-60 mg/kg/day 60 mg/kg/day Maximum dose times daily “LFTs « Pancreatitis + Hyperammonemia
based upon serum * Multi-organ hypersen-
level: « Pregnan sitivity reaction
50-100 pg/mL, or 60 regnancy test « Withdrawal seizures
mg/kg/day * Polycystic ovaries
« Neutropenia
+ Toxicity above thera-
) ) peutic serum levels
Fskalith® Children: Lesser * Chemistry Panel + Chronic renal func-
* : ; tion impairment
of 15-20 mg/kg/ Approved for treat- * CBC (with platelets) .S ecia’I)risk atients:
day or 150mg Dose adiustment ment of manic + Serum Creatinine th%se with signiﬁcani
Eskalith@cr | twice per day bagzg 3’)&][]5 sn;ﬁ:]m episodes and main- renal or cardiovascu-
level Serum level: 1.2 | tenance of B|p>olar *LFTs Toxicityabove | lar disease, severe
Lithium* « Adolescents: mEgL, or 1800 Dlsordeééﬁsg)e 212 ,ﬁ)mngst%gﬂur + Pregnancy test therapeutic debilitation, dehy-
Lesser of 15-20 Serumlevel:  |mg y Y serum levels g'atl'otr_‘v or sodium
mg/day or 300 0.6-1.2 mEg/L . +ECG epletion
mg tvviyce per day | Maximum dose - * Polyuria
based upon serum + Blood for lithium serum « Tremor
Lithobid®(ER) level: 1.2 mEg/L levels should be drawn « Diarthea
10-12 hours after the last
dose. + Nausea
* Hypothyroidism
« Teratogenicity
Children + Dermatological reac-
* Monotherapy: tions
\:I"Sh-cslmg/ ko/day + Potential Stevens-
1"_3 mz%gf;:y Approved for adjunc- Johnson Syndrome
+ With Valproate and Stl_ve th%rapy Jor . * Multi-organ
+ Children: 2-5 EIAEDs+: Aelez grfiz.'ig{) (renrs./ Hypersensitivity
1-5 mg/kg/day g : 9 reactions and organ
mglday « With EIAED's: day failure
515 ma/ka/da Age >12: 500 mg/day Serious rashes }
Lamotrigine* ~ [Lamictal® g/kgiday ) [Once or twice including * Blood dyscrasias
« Adolescents: 25 Adolescents Safety and effective- [daily Stevens-Johnson |, Suicidal ideation
mg/day (increase |+ Monotherapy: ness for treatment of syndrome ; o
by 25mgevery2 | 225.375 mg/day Bipolar Disorder in + Aseptic meningitis
weeks) * With Valproate: patlelngts Lo %:rdthan + Concomitant use with
100-200 mg/day not beé’n established oral contraceptives
* With Valproate and increases lamotrigine
EIAEDS+: clearance
100-400 mg/day . .
« With EIAEDS 4 « Withdrawal seizures
300-500 mg/day
* Hyponatremia
Monotherapy (based + Anaphylactic reac-
on weight): tions and angio-
 20-24.9 kg: edema
600-900 mg/day Approved for treat- + Patients with a past
b 25-34.9 kg: « Children: ment of Seizure history of hypersen-
900-1200 mg/day 60 mglkgiday or Disorders as mono- + CBC sitivity reaction to
 35-44.9 kg: 1500 mg/day therapy (age = 4 + Electrolytes carbamazepine
Oxcarbazepine*  [Trileptal® 8-10 mglkglday 900-1500 mg/day years), or as adjunc- Twice daily + Serious dermatologi-
 45-49.9 kg: . tive therapy in (age = + Pregnancy test cal reactions
1200- 1500mgfday | * Adolescents: 2 years): gnancy + Withdrawal seizures
L 50-59.9 kg: 60 mg/kg/day or 60 mg/kg/day or + Cognitive/neuro-
1200-1800 mg/day ~ [2100 mg/day 1800 mg/day psychiatric adverse
» 60-69.9 kg: events
1200-2100 mg/day * Multi-organ hyper-
* >70 kg: sensitivity
1500-2100 mg/day * Hematologic events

* Generic Available
+EIAED’s - Enzyme Inducing Anti-Epileptic Drugs (e.g. Carbamazepine, Phenobarbital, Phenytoin, Primidone)
+ER and XR, extended-release; CR, controlled release




Sedatives/Hypnotics

Literature FDA Approved
. Drug Initial Based Maximum Dosage for Black Box Warnings and
I e (brand) Dosage Maximum Children and ez Warning** Precautions
Dosage Adolescents
| o . + Drowsiness
* Age 3-5 years: ngs 37lbs: 125 * Dizziness
6.25-12.5 mg * Dry mouth
(1mglkg max) '138'49 lbs: Approved for treatment of + Nausea
Diphenhydramine . g . mg insomnia (age 212 years): 50 : * Nervousness
Benadryl® /i\éqz_szslzmyears. . 50.99 Ibs: mg at bedtime Once at bedtime « Blurred vision
' 9 25 mg + Diminished mental alertness
* Age 212 years: | . « Paradoxical excitation
25-50 mg m2100 Ibs: 50 * Respiratory disease
g * Hypersensitivity reactions
+ Serotonin Syndrome
* Neuroleptic Malignant Syndrome
Increased the risk + Use in combination with MAOIs
+ Suicidal ideation
compared to placebo of S . )
+ Children: + Children suicidal thinking and . Aptlvatlpn ofymanla!hypomanla
Insufficient Insufficient behavior (Suicidality) in . ggﬁgrr:ql;uslté%r; iT]ygndrome
Evidence Evidence i ‘ ) . . .
Trazodone Desyrel® v Not approved for children or Once at bediime ~|chidren, adolescents, and | QT prolongation and risk of sudden
adolescents young adults in short-term death
+ Adolescents: + Adolescents: studies « Orthostatic hypotension and
25mg 100 mg/day . of major depressive syncope
s (PE)Gone" | oo g
psy * Priapism
* Hyponatremia
+ Cognitive and motor impairment
+ Psychiatric/physical disorder
+ Abnormal thinking and behavior
) Insufficient Insufficient Not approved for children or : changes
Eszopiclone Lunesta® Evidence evidence adolescents Once at bedtime + Withdrawal effects
« Drug abuse and dependence
* Tolerance
+ Age 3-6 years:
* Age 3-6 years: | « Lesser of 0.15 . -
0.5mg melkg or 3 mg Sedation
i . 2| - i
Melatonin . Age 26 years:  [Not FDA approved Once at bedtime + May adversely affect gonadal
+ Age =6 years: Lesser of
development
1mg 0.15mg/kg or
6mg
* Hypersensitivity reactions
+ Need to evaluate for co-morbid
diagnoses
Insufficient Insufficient Not approved for children or Insufficient + Abnormal thinking and behavioral
Ramelteon Rozerem® Evidence evidence adolescents Evidence changes
* CNS depression
+ Decreased testosterone
* Hyperprolactinemia
IApproved for treatment of anxiety )
+ Age 3-6 years: [and tension: + Drowsiness
* Age 3-6 25 mg/day * Age <6 years: 50 mg/day « Dry mouth
years:25 mg , . * Age 2 6 years: 50-100 mg/day . -
Hydroxyzine* /istaril® AgegéZ Once at bedtime Involuntary motor acivity
* Age 26 years: ears: i mg JApproved as a sedative when * Blurred vision, dizziness, diminished
50mg * Age > 12 used as a premedication and mental alertness
years: 100 mg  [following general anesthesia: « Paradoxical excitation
0.6 mg/kg

* Generic Available

* Maximum doses for the sedative/hypnotics are based upon night time doses to induce sleep in a child with severe insomnia.

Use of zolpidem in pediatric patients: Safety and effectiveness of zolpidem have not been established in pediatric patients. In an 8-week study in pediatric patients (aged 6-17 years) with
insomnia associated with ADHD, zolpidem did not decrease sleep latency compared to placebo. Hallucinations were reported in 7.4% of the pediatric patients who received zolpi- dem;
none of the pediatric patients who received placebo reported hallucinations




Glossary

BMI=Body MassIndex. Ameasureof body fatbased uponheightand weight.

CBC=Completeblood count. Lab test used to monitor for abnormalities in blood cells, e.g., for anemia.
Serum creatinine = A lab test used to calculate an estimate of kidney function.

ECG = Electrocardiogram

EEG = Electroencephalogram

EPS =Extrapyramidal side effects. These are adverse effects upon movement, including stiffness, tremor, and severe
muscle spasm

FDA=U.S.Food and Drug Administration

Hemoglobin Alc = A laboratory measurement of the amount of glucose in the hemoglobin of the red blood cells.
Provides a measure of average glucose over the previous 3 months.

LFTs=Liverfunctiontests

MAOIs = Monoamine Oxidase Inhibitors

MRI = Magnetic resonance imaging

PRN=asneeded

Prolactin = A hormone produced by the pituitary gland

TFTs =Thyroid Function Tests
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