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Surveys and insurance databases
show increasing use

5-8 million children in the U.S.
(8-11% of all children)
receive prescriptions

for psychotropic medications

(Medco, 2006; St. Luke’s Health Initiatives, 2006)
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Prescriptions of
psychotropics to youths

tripled in the 1990s and are
still rising in this decade 5

0\ 3
In some drug classes, rates in
children rival adult rates :

(Olfson et al. 2002, 2006; Thomas et al. 2006; Zito et al. 2000, 2002, 2003)
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Drug treatment without

any other

form of therapy is
becoming the norm
e
=

(Olfson et al. 2002, 2006; Thomas et al. 2006;
Zito et al. 2000, 2002, 2003)

A worldwide phenomenon...

..but the proportn of children
prescribed psychiatric drugs
remains 2 to 20 times higher

in the U.S., Canada, and Australia

than in other developed nations

(Wong et al. 2004) o
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Off-Label Uses and

Polypharmacy

€he New Pork Times

Proof Is Scant on Psychiatric Drug Mix for Young
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In the U.S., “cultural”.
differences remain"

P o

White children are twice as likely
as Black and Latino children to
receive prescriptions

- Difference appears unrelated to
socio-demographic, access, or clinical

factors, and may relate to parental
attitudes

(Cooper et al. 2006; Dos Reis et al. 2005; Leslie et al. 2003)

10

“Off-label” use common

The practice of administering
medications for indications or age
groups not approved by the FDA,
as indicated on the drug’s “label”

r\

12
(Vitiello, 2001; Zito et al. 2003)
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75% of all medication use

in children is off-label

s e wmarenn—
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e

(Vitiello, 2001; Zito et al. 2003) 13
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Concerns about off-label use

“Bearing in mind that some off-
label use is perfectly justifiable,
it is fair to say that much of it

is not justifiable. If there is not f
evidence presented to the FDA ‘
about a given indication, it is e
certainly a user-beware -
situation.” -

- Jerry Avorn, M.D., Professor of
Pharmacology, Harvard Medical School,
and author, Powerful Medicines (2005)

Polypharmacy common

=
%

40% or more of all

psychiatric drug treatments
today involve polypharmacy

(Bhatara et al. 2004; Olfson et al. 2002; Safer et al. 2003) 15

Polypharmacy:
concomitant or multiple
psychotropic medication
use
=
%

Concomitant = 2 2 drugs
taken on the same day

Multiple = 2 2 drugs taken
during a given period

=
[ =N
D
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Concerns about polypharmacy

Basic empirical support of efficacy
in children is lacking for most
individual medication classes

No studies have established the
safety and efficacy of combination
treatments in children

(Bhatara et al. 2004; Jensen et al. 1999; Martin et al. 2002; Vitiello, 2001)
18
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Increases behavioral toxicity

Behavioral toxicity =

drug-induced adverse effects
and behavioral changes,
including apathy, agitation,
aggression, mania, suicidal
ideation and psychosis

(Safer, Zito & dosReis, 2003)
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The “prescribing cascade”

Adverse effects are often
confused with symptoms of
disorders, leading to co-
morbid diagnoses, and even
more complex drug regimens

- \
'
L P
(Safer, Zito & dosReis, 2003)

20

Examples of behavioral toxicity

TABLE 4. Single Case: Reports of Adverse Drug Events Associated With Use of Concomitant Psychotropic Medication for
Youths

Study

Wedalins Dlgnoss e

uoxelig, promethazine, ,Condut isoraer,

melhylphenidate, onidine  and Touretie’s syndrome

reda etal, (%) Perphenazine, carbamanegine,  Bipolar [ disorderand 10 Female Psjchasis
valproicacid,lorazepam,  adjustment disorder

Gender

Adverse Drvg Evenls
- —

thioridazine

udmanetal. (91} Pemoline, paroxetine, 000, ADHD, and Tourette’s 12 Male Acute dystonia
haloperidol syndrome
e etal. (92 Amitrptyline, fluoxetine, — ADHDand conductdisorder 7 Ml Serotonin syndrome
Ot
Fisman et a1 93) Risperidone, clomipraming,  ADHD, OCD, and Tourette’s 15 Male Deteriorated menta!
enythromyin syndrome sate
(Safer, Zito & dosReis, 2003) 21

Medicating
Preschoolers

U

22

Similar patterns in
preschoolers

Use of most classes of

psychotropics among 2-4 Nl &

year-olds continues to -

increase

- Almost half of those
receiving prescriptions
received two or more
medications

(Coyle, 2000; Rappley, 2006; Zito et al. 2000) 23
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Newer drugs top the list

Fastest increases
have been in
newer drugs
without
established
efficacy or safety
profiles

(Pathak et al. 2004; Rappley, 2006; Zito et al. 2000) 2
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e ' Concerns
T \ Treatment of preschoolers
.\, . . o
2006: more than 1,100 with psychiatric drugs
Florida Medicaid children has barely been studied

under age 6 received !

atypical antipsychotics >y E ¢

(St. Petersburg Times, 2007) (Rappley, 2006 ; Vitiello, 2001; Waller et al. 2005; Zito et al. 2000)
25 26

Insufficient evidence to...

« Provide guidelines for

SCIENTIFIC
AMERICAN

treatment
. N May 30, 2007
« Establish efﬁcacy of Kids on Meds -- Trouble Ahead
treatment

Antidepressants, designed for adults, may be altering the brains of kids who take them

e Guarantee safe use ¢

« Evaluate short- and long-
term consequences on
development

(Rappley, 2006 ; Vitiello, 2001; Waller, Lewellen & Bresson, 2005; Zito et al. 2000)
27 28

By Paul Raehurn

2 CBS EVENING NEWS
s
L PRINT | o DELICIO.US Double-click any word (What's this?)

Are Drugs Being Misused On Foster Kids?
There's Growing Concern That AmtPsychotic rugs Are Being Misused On Chidren i Foster Care

Youths in Foster Care
.

More likely to be medicate;:l1 States wrestle with medicating foster
kids
Critics worry psychiatric drugs flow too freely to forgotten
children
TODAY. ’
Health and Behavior [ nsdenews | ¥

For foster kids, oversight of prescriptions is
scarce

29 Email | Save | Print| gEEEN
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National foster care

Children in child welfare settings

are 2 and 3 times more likely to

be medicated than children in the
general community

(Breland-Noble et al. 2004; Raghavan et al. 2005) 3

June 2008

Group homes

After controlling for demographic
and clinical factors, youths in
group homes still twice as likely
to be medicated than youths in
therapeutic foster care

(Breland-Noble et al. 2004; Raghavan et al. 2005) 32

Concerns in Florida\x

Reports in 2001 and i>(.5557:/7 T\
highlighted problems with:

- Medication without signed consent
- Medication without medical <

evaluations and proper follow-up
monitoring

- High rates of polypharmacy

-

(Green, Hawkins & Hawkins, 2005; Florida Statewide Advocacy Council, 2003)

33

“No List of Kids on Mood Drugs”
The FWiami Hevald
(September, 2006)
Child welfare officials acknowledged
lacking an accurate list of children in
state care receiving psychiatric drugs
- Advocates called use of these drugs in

children “chemical restraints” used to
control behavior

35
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Florida concerns led to law

Mo

,-
~4” -

Senate Bill 1090 introduced\jn
2005 to restrict the stage’s

to medicate foster children
without the proper conseﬁ’g of,
their parents or a judge and

required improved tracking of
these children

ility

34

Part B

Public Heagl Concerns

5

36
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Numbers of American children
on psychotropics: 2006

Stimulants: 3.6 million
Antidepressants: 2 million
Anticonvulsants: 900,000

Antipsychotics: 540,000

Che New Hork Times
(Medco Health Solutions, 2006) 38

FDA U.S. Food and Drug Administration <€

2006 FDA warning on cardiovascular
effects also alerts doctors to stimulant-
induced psychosis and hallucinations

€he New Pork Times

39

FOA  US Food and Drug Administration 4

FDA “black box” warns:

“Antidepressants increase the
risk of suicidal thinking and
behavior (suicidality) in short-
term studies in children and
adolescents with Major
Depressive Disorder and other
psychiatric disorders”

41

FOA  US.Food and Drug Administration 4

2004: FDA issued a “Public Health
Advisory” about all antidepressants,
warning of drug-induced:

- Anxiety and panic attacks

- Agitation and insomnia

- Irritability and hostility

- Impulsivity and severe restlessness
- Mania and hypomania

40
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D(JBb N h“ b June 6, 2007 2:16pm FDA Orders Antidepressant Warning

Heakh FDA urges new warnings on antidepressants

2005: FDA extends “black box”
warnings to children and
adolescents

2007: FDA extends “black box”
warnings to young adults 18-24

42
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Antipsychotics

Skyrocketing numbers
despite safety concerns

,mgﬁcnm! W Home W New: W Travel W)
Health and Behavior | inside Ne v
~ - ~, iha?
The New ork Times  Arush to overprescribe?
June 6,2006
Use of Antipsychotics by the Young Rose Fivefold
By BENEDICT CAREY
FEE Antipsychotic drug use among kids soars
Det strton Report raises concerns that mind-altering pills are being overprescribed
;;;;;
WS D peidrs
RPN Uy, 72 o €7 3, 206 ool |
44

Antipsychotics = Fastest rise

Number of non-institutionalized 6-
18 year-olds on antipsychotics:

1993: 50,000
2002: 532,000

(Olfson et al. 2006)

43
1%% Wiome M News M Tavel Mwoney M Spots MU M
Health and Behavior | nside Nes
New antipsychotic drugs carry risks for
children
% W Hor - W Travel M Mon | Sport - L ui
v
Adult antipsychotics can worsen troubles
45
St Petersburg
Tunes e
More than 18,000 kids on Florida
Medicaid prescribed atypical
antipsychotics in 2006
Kids on meds: an explosion
Med e Gervice biah who beckived aliprycotcs
has m« doubled Preser nore than
wipled,
perees
b et os,
j Voo s meytnitin |
o \
o L e —X,J
47

Nationwide, antipsychotics
typically prescribed to children
for non-psychotic conditions

Most frequent diagnoses:
- disruptive behavior disorders,
including ADHD (38%), and mood
disorders (32%)

(Olfson et al. 2006) 8
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In Florida too... — Antipsychotics =
2006: Only 8% of thes polypharmacy

Florida Medicaid The diagnoses

Only afracticn of the kids towhom antipeychctics were

children receiving il a[:m'm:z“m o

antipsychotics : ifm L 77% to 86% of youths
had a diagnosis of . . .
psychosis taking antipsychotics
- Half were do so with other drugs

diagnosed with o "ﬁ.
attention or - - )Q
conduct disorders }

(Medco, 2006; Olfson et al. 2006)

49

Safety and efficacy Adverse effects of “atypicals”
u n k n own Clozaril Risperdal Zyprexa Seroquel Geodon Abilify

“We don’t know the first thing about

Major symptoms reported

safety and efficacy of these drugs even by Diabetes Severe Mt Severe | Moderste  Meindl Mol
themselves in these young ages, let alone Weight gain Severe Moderate Severe Moderate Mild Mildd

. ” Sedation Severe Mild Moderate Moderate * Minimal Minimal
when they are mixed together. Tadive ,
Dr. Steven Hyman, former NIMH director, Harvard University provost dyskinesia fone  Mninel i el Miinel Miimel

The Boston Globe et

(Correll, 2006; USA Today, 2006)

51 52

medcor

“Doctors need to be judicious when
prescribing antipsychotic drugs to
children. The use of these drugs can
have the pediatric patient trading a
behavioral condition for a lifelong
metabolic condition that can lead to
significant health complications”
—Robert Epstein, M.D., chief medical officer, Medco

53 54
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on psychotherapeutic diugs soars
rice

Spending on antidenceceante and athar nraccvintion daioe o trast

. mental disorders climbed from $7.9 billion in 1997 to $20 billion ¢
in 2004, an incre 1se of more than 150 percent, a new federal
report says

55
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2004: 17% of total drug

spending for children was for

psychotropics

- greater than cost of
antibiotics and asthma drugs

meJCO “(2004)

State insurance increases
likelihood of medication

Medicaid-enrolled children are
more likely to:

- Receive psychotropics

- Be treated with multiple
medications

- Receive medications as sole
treatment

(Goodwin et al. 2001; Martin et al. 2002, 2003) 57

Use of newer antipsychotics
grows faster

1996-2001: increased most

dramatically in these Medicaid

populations:

- Preschool children (61%)

- Ages 6-12 (93%) =

- Ages 13-18 (116%) e
9

s

(Cooper et al. 2004; Olfson et al. 2006; Patel et al. 2005)

Department of Health and Human Services
ICE OF

Medicaid pays
more for
psychotropic
drugs than other
Federal buyers...

MEDICAID'S MENTAL HEALTH
DRUG EXPENDITURES

4 —

59
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Medicaid programs struggle
to contain costs

1997 - 2004: Tripling of Medicaid
spending on psychotropics
attributed to the expanding use of
expensive atypical antIstchoU/c’s‘, '

A

L -~
(Duggan, 2005; Stagnitti, 2007; OIG, 2003) 6 ey .;_

10
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Antipsychotics top Medicaid
spending on psychiatric drugs

10 state Medicaid programs
paid $562 million on 25
psychotropic drugs
- 67% of this total spent on nine
antipsychotics =4

(Duggan, 2005; OIG, 2003; Stagnitti, 2007)
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Florida Medicaid
(fee-for-service) spending
on atypical antipsychotic

drugs, 2002- 2007

$1.1 bliﬁbn )\

(

[

(Farley, R., St. Petersburg Times, April 12, 2008) 4

Usage is increasing

Usage of all psychiatric drug
classes has skyrocketed during
past decade in all age groups,
all ethnic/racial groups, all
settings

=
%

65
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Average prescription price for
top 2 antipsychotics,
1993 vs. 2001

1993: Haldol, Mellaril = $29

2001: Zyprexa, Risperdal = 5286

(Duggan, 2005) 62

Part D

Conclusions and
Recommendations

64

Ongoing debate

Debate persists on whether
disorders are under- or over-
diagnosed, and under- or over-
treated, with heated arguments
from supporters and critics in
professional and public discourse

ﬂ 66
—~ g
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Supporters argue...

« Up to 1/5 of youth have a
“DSM-diagnosable disorder”

« Popularly-accepted causes of
disorders are neurobiological

e Medications remove “blame”

« Stimulants greatly impact
ADHD-like behavior

Fastest rise: Antipsychotics

Antipsychotics with serious
adverse effects growing faster
than any other drug class
- More frequently used in
polypharmacy and for non-
psychotic disorders, with no
research evidence =
[ N
2

&>

Soaring State Medicaid
spending

Largest spending increases on
antipsychotics

- Until now, states appear unable
to contain such fast-rising drug, ..,
costs A
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Critics reply...

» Medication use outpaces research
evidence

» Growing use leads to increase in
pediatric adverse effects

» Medicating the developing brain
may lead to long-term negative
changes in functioning

« No pathophysiological variable is
associated with any DSM disorder

68

Racial issues

Black children: fastest-growing
group being prescribed
antipsychotics
- Increase related to enormous rise in
the diagnosis of bipolar disorder in this
population

Young children

Children are particularly
vulnerable to harm by

psychiatric drugs because their
brains are still developing

Research is needed to track
subtle changes in children’s
developing personality resulting
from drug’s impact on brain

72

12
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Children in foster care

Little empirical evidence exists to
support the use of drug
interventions in traumatized
children

- Clinicians need to consider
risk/benefit analysis of drugs vs.

evidence of effective psychosocial
interventions

73
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Children in foster care

Experts recommend antipsychotics
should not be considered first-line
treatment for childhood trauma
because of their serious adverse

effects lu W
3‘/;‘ . f ""‘\‘-,
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A Critical Curriculum
on Psychotropic Medications

Module 2
The End
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