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DISCLAIMER

This pocket reference is provided as a service to medicine by the 
publisher, Medworks Media Inc. This review does not imply the 
publisher’s agreement with the views expressed herein.

Although every effort has been made to ensure that drug doses and 
other information are presented accurately in this publication, the 
ultimate responsibility rests with the prescribing physician. Neither the 
publisher, nor the authors can be held responsible for errors or for any 
consequences arising from the use of information contained herein. 
Readers are strongly urged to consult any relevant primary literature. 
No claims or endorsements are made for any drug or compound 
currently under clinical investigation.

In an effort to allow for the widest distribution of these guidelines, the 
authors have modified the originally printed material to more closely 
conform to the limitations of product labeling. For many of the drugs 
discussed herein, initiation at lower doses may increase tolerability and 
efficacy.

Copyright ©2018, MedWorks Media Inc.,
2205 Rockefeller Lane, Redondo Beach, CA 90278.

Printed in the USA. All rights reserved, including the right of reproduction, 
in whole or in part, in any form.
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6 Dosing and Monitoring: Children and Adolescents

Introduction

Psychotropic Dosing and  
Monitoring Guidelines for  
Children & Adolescents

By Glenn S Hirsch, MD

American culture places a great value on our children. In 
accordance with this, parents seek out the best health care, 
wanting to ensure the well-being of their children. Despite 
this, physicians have been forced to treat children with medica-
tions lacking FDA indications for pediatric use. Off-label use 
to treat childhood disorders has been the rule rather than the 
exception, with clinicians relying on limited literature or clini-
cal lore to make important medical decisions.

The treatment of psychiatric disorders in children has been 
no exception. Medications approved for adults gradually make 
their way into the armamentarium of child and adolescent psy-
chiatrists, often without adequate dosing guidelines. The past 
two decades have seen a dramatic increase in the number of 
studies looking specifically at pediatric psychopharmacology, 
but there have been difficulties in obtaining funding for such 
work. Pediatric studies have also been hampered by the lack 
of understanding of the biologic nature of many psychiatric 
disorders.

Numerous factors have worked together to begin chang-
ing these problems. In 1994, the FDA enacted the Pediatric 
Labeling Regulation, which encouraged pharmaceutical firms 
to submit applications for a change in labeling for pediatric 
indications if a review of the literature showed that enough 
data existed to warrant a pediatric indication.

As part of the Food and Drug Administration Moderniza-
tion Act of 1997 (enacted in 1998), pediatric exclusivity could 
be extended by 6 months for medications whose manufacturers 
submitted pediatric studies in compliance with the act’s regu-
lations. In addition, the Pediatric Rule, effective April 1999, 
required certain manufacturers—namely those of products 
that would either be used in a “substantial” number of pediat-
ric patients or provide children a meaningful therapeutic ben-
efit over existing treatments—to conduct studies that would be 
adequate to provide labeling for pediatric indications.
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Dosing and Monitoring: Children and Adolescents 7

In addition, the NIMH funded the Research Units in 
Pediatric Psychopharmacology (RUPP) network. RUPP is 
composed of research units in academic centers across the 
country devoted to conducting studies to test the efficacy and 
safety of medications commonly used by practitioners to treat 
children and adolescents but not yet adequately tested.

The number of pediatric studies and submissions to the 
FDA has subsequently increased dramatically. Clearly this has 
allowed new funding sources to assist in the development of 
pharmacological trials. It has also assisted in allaying the resis-
tance that is often seen toward treatment studies in young chil-
dren. As public awareness of psychiatric disorders has grown, 
resistance toward research has begun to diminish.

As our knowledge of pediatric psychopharmacology increa-
ses, it becomes increasingly difficult to keep track of the avail-
able options for treatment. While it is beyond the scope of this 
book to cover all the factors that make the treatment of chil-
dren different from that of adults, we have attempted to com-
pile a practical guide for those “in the trenches.” Medications 
commonly used in children and adolescents, as well as general 
dosing guidelines, have been provided.

In addition to the dosing and monitoring tables that follow, 
there are a number of overarching “principles” to keep in mind 
in treating this vulnerable population. The latest recommenda-
tions for use of psychotropic medication from the American 
Academy of Child and Adolescent Psychiatry (AACAP) greatly 
expanded guidelines for clinicians. These guidelines for dos-
ing and monitoring in children and adolescents will follow the 
AACAP’s lead.

Psychiatrists, pediatric neurologists, and pediatricians whose 
patients may present on a medication they are less familiar with 
will hopefully find this guide helpful.

We hope the following will enhance the ease with which you 
practice, and we look forward to your suggestions for future 
updates.

— Editorial Director, James M. La Rossa Jr. 
contributed to the 2018 update of this work
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8 Dosing and Monitoring: Children and Adolescents

TABLE 1

PSYCHOTROPIC AGENTS  
(by Generic)

GENERIC BRAND NAME
DOSAGE RANGE* 

(mg/day)
Alprazolam Xanax 

Xanax XR
1–4

Amantadine Symmetrel 100–300
Amisulpride Soilan 400–1200
Amitriptyline Elavil 50–300
Amoxapine Asendin 200–600
Amphetamine-D Dexedrine 5–40
Amphetamine/
dextroamphetamine

Adderall
Adderall Xr

5–40

Aripiprazole Abilify
Abilify Maintena (Injectable)

2–30

Armodafinil Nuvigil 150–250
Asenapine Saphris 10–20
Atomexetine Strattera 40–100b

Benztropin Cogentin 0.5–6
Biperiden Akineton 2–24
Blonanserin Lonasen 8–16
Brexpiprazole Rexulti 2–4
Buprenorphine Suboxon (w/ Naloxone) 

Probuphine Implant
8–32

Bupropion Wellbutrin
Wellbutrin SR
Wellbutrin XL

200–450

Buspirone BuSpar 20–60
Carbamazepine Tegretol

Tefgretol XR
Carbatrol

400–1,600

Cariprazine Vraylar 1.5–6
Chlordiazepoxide Librium

Limibitrol
Librax

15–40

Chlorpromazine Thorazine 200–800
Citalopram Celexa 20–40
Clomipramine Anafranil 100–250
Clonazepam Klonopin 0.5–4
Clonidine Catapres

Kapvay
Intuniv
Duraclon (Injectable)

0.1–0.4

Clorazepate Azene
Tranxene

15–60

Clozapine Clozaril
Leponex
Versacloz (oral suspension)
Fazaclo ODT (oral tablets)

25–700

Desipramine Norpramin 100–300
Desvenlafaxine Prestiq 50–100
Dextromethorphan Nuedexta 10–20
Diazepam Valium 4–40
Diphenhydramine Benadryl

Sominex injection:
50
10–50

D-methamphetamine Desoxyn 20–25
Disulfiram Antabuse 250–500
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Dosing and Monitoring: Children and Adolescents 9

GENERIC BRAND NAME
DOSAGE RANGE* 

(mg/day)
Donepezil Aricept 5–10
Doxepin Sinequan

Silenor
75–150

Droperidol Inapsine 2.5–15
Duloxetine Cymbalta 60–120
Escitalopram Lexapro 10–40
Estazolam ProSom 1–4
Eszopiclone Lunesta 1–3
Ethosuximide Zarontin 15–40
Flibanserin Addyi 100
Fluoxetine Prozac

Sarafem
20–80

Flupenthixol Depixol 3–6
Fluphenazine Prolixin 1–40
Fluphenazine decanoate Prolixin Decanaote 1–20
Flurazepam Dalmane 15–30
Fluvoxamine Luvox

Luvox CR
100–300

Gabapentin Neurontin
Gralise (XR)
Horizant (XR)

900–3,600

Galantamine Reminyl
Razadyne

16–24

Haloperidol Haldol 1–40
Haloperidol decanoate Haldol Decanaote 50–100 mg/mL
Hydroxyzine Atarax

Marax
Vistaril

50–100

Iloperidone Fanapt 12–32
Imipramine Tofranil 150–300
Imipramine Pamoate Tofranil-PM 150–300
Intuniv XR  
(Guanfacine XR )

Intuniv
Tenex

1–4

Isocarboxazid Marplan 40–60
Lamotrigine Lamictal

Lamictal ODT
Lamictal XR

100–400

Levetiracetam Keppra
Keppra XR

1,000–3,000

Levomilnacipran Fetzima 40–120
Lisdexamfetamine Vyvanse 30–70
Lithium carbonate Eskalith

Eskalith CR
Lithobid (slow release)

600–1,800

Lofepramine Deprimyl
Gamanil

140–210

Lorazepam Ativan 1–6
Loxapine Loxitane, Adasuve 20–250
Lurasidone Latuda 20–80
Maprotiline Ludiomil 75–225
Memantine Namenda

Namenda XR
5–28
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10 Dosing and Monitoring: Children and Adolescents

TABLE 1

PSYCHOTROPIC AGENTS  
(by Generic)

GENERIC BRAND NAME
DOSAGE RANGE* 

(mg/day)
Mesoridazine Serentil

Lidanil
100–400

Methylphenidate Concerta
Ritalin, Ritalin-SR
Ritalin LA, Metadate ER 
Metadate CD 
Methylin (chewable)
Methylin ER
Daytrana (Trans. Patch)
Quillichew ER
Contempla XR-ODT
Focalin
Focalin XR

18–72
10–60

20–60

5–30
10–40

Mianserin Lerivon 30–90
Milnacipran Savella

Ixel
Toledomin

100–200

Mirtazapine Remeron 15–45
Moclobemide Aurorix

Arima
Manerix

300–600

Modafinil Provigil
Alertec
Modiodal

50–800

Molindone Moban 40–225
Naltrexone Revia

Vivitrol (injection)
50–150
380 mg/4 wks

Naltrexone-Buproprion Contrave 16/180 bid
Nefazodone Serzone 300–600
Nortriptyline Pamelor 50–300
Olanzapine Zyprexa

Symbyax 
(olanzapine-fluoxetine)

5–20
6–12/25–50

Oxazepam Serax 15–120
Oxcarbazepine Trileptal

Oxtellar XR
600–2,400

Paliperidone 
Paliperidone palmitate

Invega
Invega Sustenna

6–12

Paroxetine (Paxil CR) Paxil 20–50
Perphenazine Trilafon 12–64
Phenelzine Nardil 45–90
Pimavanserin Nuplazid 34
Pimozide Orap 1–10
Pregabalin Lyrica 150–600
Procyclidine Kemadrin 5–20
Propranolol Inderal

InnoPran XL
40–400

Protriptyline Triptil
Vivactil

15–60

Quazepam Doral 7.5–30
Quetiapine Seroquel

Seroquel XR
50–800
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Dosing and Monitoring: Children and Adolescents 11

GENERIC BRAND NAME
DOSAGE RANGE* 

(mg/day)
Ramelteon Rozerem 8
Reboxetine Norebox

Erdonax
2–10

Risperidone Risperdal
Risperdal M-Tab
Risperdal Consta

2–16

Rivastigmine Exelon 6–12
Selegiline Eldepryl

Emsam (patch)
20–60

Sertindole Serdolect 12–24
Sertraline Zoloft 50–200
Sodium Oxybate Xyrem 6–9 g/night
Sulpiride Dolmatil 150–2,400
Suvorexant Belsomra 10–20
Tasimelteon Hetilioz 20
Temazepam Restoril 15–30
Thioridazine Mellaril 200–800
Thiothixene Navane 5–60
Tiagabine Gabitril 4–56
Tianeptine Coaxil

Stablon
Tatinol

37.5

Topiramate Topamax
Qudexy XR
Trokendi XR

200–400

Tranylcypromine Parnate 30–60
Trazodone Desyrel 150–600
Trazadone XR Oleptro 150–375
Triazolam Halcion 0.125–0.5
Trifluoperazine Stelazine 2–6
Trihexyphenidyl Artane 2–30
Trimipramine Maleate Surmontil 50–300
Valproic Acid/750–4,200 
Valproate sodium
Divalproex sodium

Depakene
Depacon
Depakote

500–1,500

Venlafaxine Effexor,
Effexor XR

75–375

Varenicline Chantix 0.5–4
Vilazodone Viibryd 40
Vortioxetine Trintellix 10–20
Zaleplon Sonata 10–20
Ziprasidone Geodon 40–200
Zolpidem Ambien

Ambien-CR
5–10

Zonisamide Zonegran
Excegran

100–600

Zopiclone Imovane 7.5
Zotepine Lodopin

Zoleptil
75–300

Zuclopenthixol Clopixol 20–60
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12 Dosing and Monitoring: Children and Adolescents

TABLE 2

Combination Antipsychotic/
Antidepressant

DRUG BRAND NAME/
GENERIC NAME

FDA APPROVED
AGE/INDICATION*

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Symbyax

fluoxetine &  
olanzapine

Bipolar depression: 
10 and older

3 mg/25 mg–12 mg/50 mg  
daily

Black Box Warnings: 1) Usage increased the risk of suicidal thinking and 
behaviors in children and adolescents with major depressive disorder and 
other psychiatric disorders. 2) Increased mortality in elderly patients with 
dementia-related psychosis.

Warnings and precautions: 1) Avoid abrupt withdrawal. 2) Lower starting 
doses recommended for those with hepatic impairment or potential for 
slowed metabolism and those predisposed to hypotensive reactions.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: Both fluoxetine and olanzapine are excreted in human breast 
milk. Studies of fluoxetine have shown adverse effects in breastfed infants, 
such as crying, sleep disturbances, vomiting, and watery stools. It is 
recommended that women not breastfeed while taking Symbyax.

*Adult dosing: 10-20 mg/day (oral or intramuscular), 6-12 mg olanzapine, 25-50 mg fluoxetine (olanzapine/fluoxetine combination)
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DRUG BRAND NAME/
GENERIC NAME

FDA APPROVED
AGE/INDICATION*

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Symbyax

fluoxetine &  
olanzapine

Bipolar depression: 
10 and older

3 mg/25 mg–12 mg/50 mg  
daily

Black Box Warnings: 1) Usage increased the risk of suicidal thinking and 
behaviors in children and adolescents with major depressive disorder and 
other psychiatric disorders. 2) Increased mortality in elderly patients with 
dementia-related psychosis.

Warnings and precautions: 1) Avoid abrupt withdrawal. 2) Lower starting 
doses recommended for those with hepatic impairment or potential for 
slowed metabolism and those predisposed to hypotensive reactions.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: Both fluoxetine and olanzapine are excreted in human breast 
milk. Studies of fluoxetine have shown adverse effects in breastfed infants, 
such as crying, sleep disturbances, vomiting, and watery stools. It is 
recommended that women not breastfeed while taking Symbyax.

*Adult dosing: 10-20 mg/day (oral or intramuscular), 6-12 mg olanzapine, 25-50 mg fluoxetine (olanzapine/fluoxetine combination)
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14 Dosing and Monitoring: Children and Adolescents

TABLE 3

Antipsychotics

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Black Box Warning for all atypical/second generation antipsychotics (SGA): 
Increased mortality in elderly patients with dementia-related psychosis.

*Precautions which apply to all atypical or second-generation antipsychotics 
(SGA): Neuroleptic malignant syndrome, tardive dyskinesia, hyperglycemia, 
diabetes, weight gain, akathisa, and dyslipidemia. As such, patients on these 
drugs should have their weight, blood pressure, glucose, and lipids checked 
before starting these medications and rechecked at 12 weeks, one year, and 
at least once annually after that.

†Precautions that apply to all typical or first-generation antipsychotics 
(FGA): Extrapyramidal symptom, tardive dyskinesia.

Precautions that apply to all antipsychotics: Neonates exposed to antipsychotic 
drugs during the third trimester of pregnancy are at risk for extrapyramidal 
and/or withdrawal symptoms.

Abilify

aripiprazole* (SGA)

Irritability 
associated  
with autistic 
disorder:  
6 and older

Tourette’s disorder:  
6 and older

Bipolar I disorder, 
manic or mixed 
episodes, 
monotherapy or 
as an adjunct to 
lithium:  
10 and older

Schizophrenia:  
13 and older

2–15 mg daily (irritability 
with autistic disorder)

<50 kg: 2–10 mg daily

>50 kg: 2–20 mg daily 
(Tourette’s)

2–30 mg daily (Bipolar I, 
manic or mixed, 
monotherapy or  
adjunct to lithium)

2–30 mg daily 
(schizophrenia)

Additional Black Box Warning: Increased risk of suicidal thinking and 
behaviors in short-term studies in children, adolescents, and young adults 
taking antidepressants. Monitor for worsening and emergence of suicidal 
thoughts and behaviors.

Warnings and precautions: 1) May cause extrapyramidal disorder, 
somnolence, tremor, fatigue, nausea, akathisia, blurred vision, excessive 
saliva, sedation, drooling, decreased appetite, lethargy, fever, headache, 
increased appetite, nasopharyngitis, and dizziness. 2) Patients can 
experience intense urges for gambling and other compulsive behaviors 
(shopping, eating, sexual urges, etc.). 3) Abilify Maintena, and Aristada—
long-acting injectable versions of this product—are not approved in 
pediatric populations.

Pregnancy: No adequate or well-controlled studies in pregnant women. In 
animal studies, aripiprazole demonstrated developmental toxicity, included 
possible teratogenic effects.

Lactation: Aripiprazole is excreted in human breast milk.
Saphris

asenapine* (SGA)

Bipolar mania: 
10–17

2.5–10 mg twice daily Warnings and precautions: 1) Can cause QT prolongation, seizures, somnolence, 
dizziness, nausea, increased appetite, weight gain, fatigue, metallic taste in 
mouth, and oral tingling. 2) Contraindicated in those with severe hepatic 
impairment. 3) Efficacy of asenapine was NOT demonstrated in clinical trials of 
adolescents aged 12–17 with schizophrenia. 4) Asenapine is a sublingual tablet. 
It should not be swallowed but should be placed under the tongue and left to 
dissolve completely. The tablet will dissolve in saliva within seconds. Eating and 
drinking should be avoided for 10 minutes after administration. 5) Available in 
black cherry flavor.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known if asenapine is excreted in human breast milk.  
It is excreted in the milk of rats during lactation.

Rexulti

brexpiprazole (SGA)

18 and older N/A Additional Black Box Warnings: 1) Antidepressants increase the risk of 
suicidal thoughts and behaviors in patients aged 24 years and younger. 
Monitor for clinical worsening and emergence of suicidal thoughts 
and behaviors. 2) Safety and effectiveness of REXULTI have not been 
established in pediatric patients.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
No adverse developmental or teratogenic effects were seen in animal 
studies.

Lactation: It is not known if brexpiprazole and its metabolites are excreted 
in human breast milk. It is excreted in
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Dosing and Monitoring: Children and Adolescents 15

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Black Box Warning for all atypical/second generation antipsychotics (SGA): 
Increased mortality in elderly patients with dementia-related psychosis.

*Precautions which apply to all atypical or second-generation antipsychotics 
(SGA): Neuroleptic malignant syndrome, tardive dyskinesia, hyperglycemia, 
diabetes, weight gain, akathisa, and dyslipidemia. As such, patients on these 
drugs should have their weight, blood pressure, glucose, and lipids checked 
before starting these medications and rechecked at 12 weeks, one year, and 
at least once annually after that.

†Precautions that apply to all typical or first-generation antipsychotics 
(FGA): Extrapyramidal symptom, tardive dyskinesia.

Precautions that apply to all antipsychotics: Neonates exposed to antipsychotic 
drugs during the third trimester of pregnancy are at risk for extrapyramidal 
and/or withdrawal symptoms.

Abilify

aripiprazole* (SGA)

Irritability 
associated  
with autistic 
disorder:  
6 and older

Tourette’s disorder:  
6 and older

Bipolar I disorder, 
manic or mixed 
episodes, 
monotherapy or 
as an adjunct to 
lithium:  
10 and older

Schizophrenia:  
13 and older

2–15 mg daily (irritability 
with autistic disorder)

<50 kg: 2–10 mg daily

>50 kg: 2–20 mg daily 
(Tourette’s)

2–30 mg daily (Bipolar I, 
manic or mixed, 
monotherapy or  
adjunct to lithium)

2–30 mg daily 
(schizophrenia)

Additional Black Box Warning: Increased risk of suicidal thinking and 
behaviors in short-term studies in children, adolescents, and young adults 
taking antidepressants. Monitor for worsening and emergence of suicidal 
thoughts and behaviors.

Warnings and precautions: 1) May cause extrapyramidal disorder, 
somnolence, tremor, fatigue, nausea, akathisia, blurred vision, excessive 
saliva, sedation, drooling, decreased appetite, lethargy, fever, headache, 
increased appetite, nasopharyngitis, and dizziness. 2) Patients can 
experience intense urges for gambling and other compulsive behaviors 
(shopping, eating, sexual urges, etc.). 3) Abilify Maintena, and Aristada—
long-acting injectable versions of this product—are not approved in 
pediatric populations.

Pregnancy: No adequate or well-controlled studies in pregnant women. In 
animal studies, aripiprazole demonstrated developmental toxicity, included 
possible teratogenic effects.

Lactation: Aripiprazole is excreted in human breast milk.
Saphris

asenapine* (SGA)

Bipolar mania: 
10–17

2.5–10 mg twice daily Warnings and precautions: 1) Can cause QT prolongation, seizures, somnolence, 
dizziness, nausea, increased appetite, weight gain, fatigue, metallic taste in 
mouth, and oral tingling. 2) Contraindicated in those with severe hepatic 
impairment. 3) Efficacy of asenapine was NOT demonstrated in clinical trials of 
adolescents aged 12–17 with schizophrenia. 4) Asenapine is a sublingual tablet. 
It should not be swallowed but should be placed under the tongue and left to 
dissolve completely. The tablet will dissolve in saliva within seconds. Eating and 
drinking should be avoided for 10 minutes after administration. 5) Available in 
black cherry flavor.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known if asenapine is excreted in human breast milk.  
It is excreted in the milk of rats during lactation.

Rexulti

brexpiprazole (SGA)

18 and older N/A Additional Black Box Warnings: 1) Antidepressants increase the risk of 
suicidal thoughts and behaviors in patients aged 24 years and younger. 
Monitor for clinical worsening and emergence of suicidal thoughts 
and behaviors. 2) Safety and effectiveness of REXULTI have not been 
established in pediatric patients.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
No adverse developmental or teratogenic effects were seen in animal 
studies.

Lactation: It is not known if brexpiprazole and its metabolites are excreted 
in human breast milk. It is excreted in
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16 Dosing and Monitoring: Children and Adolescents

TABLE 3

Antipsychotics

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Vraylar 

cariprazine (SGA)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
No teratogenic effects were seen in animal studies, but there were reports 
of malformations and developmental toxicities in rat pups.

Lactation: It is not known if cariprazine is excreted in human breast milk. 
It is excreted in the milk of rats during lactation.

Thorazine 

chlorpromazine† 
(FGA)

Severe behavioral 
problems marked 
by combativeness 
and/or explosive 
hyperexcitable 
behavior and short-
term treatment of 
hyperactive children 
who show excessive 
motor activity 
with accompanying 
conduct disorders 
consisting of 
some or all of 
the following 
symptoms: 
impulsivity, difficulty 
sustaining attention, 
aggression, 
mood lability, and 
poor frustration 
tolerance:  
6 mos and older

Nausea and 
vomiting:  
6 mos and older

Presurgical 
apprehension: 
6 months and older

Outpatients: 0.25 mg/lb 
body weight every  
4–6 hours as needed

Hospitalized patients: 
start with low doses 
and increase gradually. 
In severe behavior 
disorders, higher dosages 
may be necessary; 
50–100 mg daily. 200 mg 
daily in older children. 
(severe behavioral 
problems)

**There is little 
evidence that behavior 
improvement in severely 
disturbed mentally 
retarded patients is 
further enhanced by 
doses beyond 500 mg per 
day** (Severe behavioral 
problems) 0.25 mg/lb  
body weight (adjust 
dosage and frequency 
based on severity of 
symptoms and response 
of the patient) (Nausea 
and vomiting) 0.25 mg/lb  
2–3 hours before 
operation (presurgical 
apprehension)

Warnings and precautions: 1) May alter cardiac conduction and cause 
sedation, Neuroleptic Malignant Syndrome, and weight gain. 2) Use caution 
with renal disease, seizure disorders, respiratory disease, and in acute 
illness. 3) Should generally not be used in pediatric patients under 6 months 
of age except when potentially lifesaving.

Pregnancy: Safety for the use of chlorpromazine during pregnancy has 
not been established. Reproductive studies in rats have demonstrated 
potential for embryotoxicity, increased neonatal mortality, and decreased 
performance in offspring. The possibility of permanent neurological damage 
cannot be excluded.

Lactation: Chlorpromazine is excreted in human breast milk.

Clozaril 

clozapine* (SGA)

18 and older N/A Black Box Warnings: 1) Agranulocytosis 2) Seizures 3) Myocarditis and 
cardiomyopathy 4) Adverse cardiovascular and respiratory effects.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal studies revealed no evidence of impaired fertility or harm to the fetus.

Lactation: Clozapine is present in human breast milk.
Haldol 

haloperidol† (FGA)

Schizophrenia:  
3 and older

Tourette’s 
syndrome, and 
disruptive behavior 
disorder and 
ADHD: 3 and older

0.05–0.15 mg/kg/day 
(schizophrenia)

0.05–0.075 mg/kg/day 
(Tourette’s and ADHD)

Warnings and precautions: 1) May cause sedation, orthostatic hypotension, 
photosensitivity, constipation, dry mouth, and prolactin elevation.  
2) Haldol decanoate, the long-acting injectable version of this product,  
is not approved in pediatrics.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal studies show haloperidol may harm fetus.

Lactation: Infants should not be nursed while on haloperidol
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Vraylar 

cariprazine (SGA)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
No teratogenic effects were seen in animal studies, but there were reports 
of malformations and developmental toxicities in rat pups.

Lactation: It is not known if cariprazine is excreted in human breast milk. 
It is excreted in the milk of rats during lactation.

Thorazine 

chlorpromazine† 
(FGA)

Severe behavioral 
problems marked 
by combativeness 
and/or explosive 
hyperexcitable 
behavior and short-
term treatment of 
hyperactive children 
who show excessive 
motor activity 
with accompanying 
conduct disorders 
consisting of 
some or all of 
the following 
symptoms: 
impulsivity, difficulty 
sustaining attention, 
aggression, 
mood lability, and 
poor frustration 
tolerance:  
6 mos and older

Nausea and 
vomiting:  
6 mos and older

Presurgical 
apprehension: 
6 months and older

Outpatients: 0.25 mg/lb 
body weight every  
4–6 hours as needed

Hospitalized patients: 
start with low doses 
and increase gradually. 
In severe behavior 
disorders, higher dosages 
may be necessary; 
50–100 mg daily. 200 mg 
daily in older children. 
(severe behavioral 
problems)

**There is little 
evidence that behavior 
improvement in severely 
disturbed mentally 
retarded patients is 
further enhanced by 
doses beyond 500 mg per 
day** (Severe behavioral 
problems) 0.25 mg/lb  
body weight (adjust 
dosage and frequency 
based on severity of 
symptoms and response 
of the patient) (Nausea 
and vomiting) 0.25 mg/lb  
2–3 hours before 
operation (presurgical 
apprehension)

Warnings and precautions: 1) May alter cardiac conduction and cause 
sedation, Neuroleptic Malignant Syndrome, and weight gain. 2) Use caution 
with renal disease, seizure disorders, respiratory disease, and in acute 
illness. 3) Should generally not be used in pediatric patients under 6 months 
of age except when potentially lifesaving.

Pregnancy: Safety for the use of chlorpromazine during pregnancy has 
not been established. Reproductive studies in rats have demonstrated 
potential for embryotoxicity, increased neonatal mortality, and decreased 
performance in offspring. The possibility of permanent neurological damage 
cannot be excluded.

Lactation: Chlorpromazine is excreted in human breast milk.

Clozaril 

clozapine* (SGA)

18 and older N/A Black Box Warnings: 1) Agranulocytosis 2) Seizures 3) Myocarditis and 
cardiomyopathy 4) Adverse cardiovascular and respiratory effects.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal studies revealed no evidence of impaired fertility or harm to the fetus.

Lactation: Clozapine is present in human breast milk.
Haldol 

haloperidol† (FGA)

Schizophrenia:  
3 and older

Tourette’s 
syndrome, and 
disruptive behavior 
disorder and 
ADHD: 3 and older

0.05–0.15 mg/kg/day 
(schizophrenia)

0.05–0.075 mg/kg/day 
(Tourette’s and ADHD)

Warnings and precautions: 1) May cause sedation, orthostatic hypotension, 
photosensitivity, constipation, dry mouth, and prolactin elevation.  
2) Haldol decanoate, the long-acting injectable version of this product,  
is not approved in pediatrics.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal studies show haloperidol may harm fetus.

Lactation: Infants should not be nursed while on haloperidol
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TABLE 3

Antipsychotics

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Fanapt 

iloperidone* (SGA)

18 and older N/A Warnings and precautions: 1) May cause prolonged QTc interval and 
priapism. 2) Not recommended for patients with severe liver impairment

Pregnancy: The limited available data in pregnant women is not sufficient to 
inform a drug associated risk for major defects and miscarriage.

Lactation: It is not known if iloperidone and its metabolites are excreted in 
human milk. It is excreted in the milk of rats during lactation.

Loxitane 

loxapine† (FGA)

18 and older N/A Warnings and precautions: 1) Should be used in extreme caution in patients 
with a history of convulsive disorders since it lowers seizure threshold. 
2) Use in caution in those with cardiovascular disease.

Pregnancy: Safe use in pregnancy has not been established.

Lactation: The extent of excretion in human milk is not known; however, 
loxapine and its metabolites have been shown to be transported into the 
milk of lactating dogs. Administration to nursing women should be avoided 
if clinically possible.

Adasuve 

loxapine† (FGA)

18 and older N/A Additional Black Box Warning: Can cause bronchospasm, which has the 
potential to lead to respiratory distress and respiratory arrest. Administer 
Adasuve only in an enrolled healthcare facility that has immediate 
access on-site to equipment and personnel trained to manage acute 
bronchospasm

Warnings and precautions: 1) Adasuve is an inhaled form of loxapine.  
2) Is only available through a restricted program under a Risk Evaluation 
and Mitigation Strategy (REMS) called Adasuve REMS

Pregnancy: Based on animal data, may cause fetal harm.

Lactation: It is not known whether loxapine is present in human breast milk. 
Loxapine and its metabolites are present in the breast milk of lactating 
dogs. Discontinue drug or nursing, taking into consideration importance of 
drug to mother.

Latuda 

lurasidone (SGA)

Schizophrenia:  
13 and older

40–80 mg daily Additional Black Box Warnings: Increased risk of suicidal thinking and 
behavior in short-term studies in children, adolescents, and young adults 
taking antidepressants. Monitor for worsening and emergence of suicidal 
thoughts and behaviors.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
No adverse developmental or teratogenic effects were seen in animal 
studies.

Lactation: It is not known if lurasidone and its metabolites are excreted in 
human breast milk. It is excreted in the milk of rats during lactation.

Moban 

molindone† (FGA)

Schizophrenia:  
12 and older

15 mg–225 mg daily 
depending on the severity 
of the disorder and 
response to treatment

Warnings and precautions: Drowsiness is the most frequently occurring 
adverse effect.

Pregnancy: Animal reproductive studies have not demonstrated a 
teratogenic potential. The benefits must be weighed against the unknown 
risks to the fetus if used in pregnant patients.

Lactation: It is not known if molindone is excreted in human breast milk.
Zyprexa 

olanzapine* (SGA)

Schizophrenia and 
bipolar I disorder, 
mania or mixed 
episodes:  
13 and older

2.5–20 mg daily Warnings and precautions: 1) May cause sedation, increased appetite, 
weight gain, dizziness, abdominal pain, fatigue, dry mouth, and headache. 
2) Zyprexa Relprev, the long-acting injectable formulation, is not approved 
in pediatrics.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: Olanzapine is excreted in human breast milk.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Fanapt 

iloperidone* (SGA)

18 and older N/A Warnings and precautions: 1) May cause prolonged QTc interval and 
priapism. 2) Not recommended for patients with severe liver impairment

Pregnancy: The limited available data in pregnant women is not sufficient to 
inform a drug associated risk for major defects and miscarriage.

Lactation: It is not known if iloperidone and its metabolites are excreted in 
human milk. It is excreted in the milk of rats during lactation.

Loxitane 

loxapine† (FGA)

18 and older N/A Warnings and precautions: 1) Should be used in extreme caution in patients 
with a history of convulsive disorders since it lowers seizure threshold. 
2) Use in caution in those with cardiovascular disease.

Pregnancy: Safe use in pregnancy has not been established.

Lactation: The extent of excretion in human milk is not known; however, 
loxapine and its metabolites have been shown to be transported into the 
milk of lactating dogs. Administration to nursing women should be avoided 
if clinically possible.

Adasuve 

loxapine† (FGA)

18 and older N/A Additional Black Box Warning: Can cause bronchospasm, which has the 
potential to lead to respiratory distress and respiratory arrest. Administer 
Adasuve only in an enrolled healthcare facility that has immediate 
access on-site to equipment and personnel trained to manage acute 
bronchospasm

Warnings and precautions: 1) Adasuve is an inhaled form of loxapine.  
2) Is only available through a restricted program under a Risk Evaluation 
and Mitigation Strategy (REMS) called Adasuve REMS

Pregnancy: Based on animal data, may cause fetal harm.

Lactation: It is not known whether loxapine is present in human breast milk. 
Loxapine and its metabolites are present in the breast milk of lactating 
dogs. Discontinue drug or nursing, taking into consideration importance of 
drug to mother.

Latuda 

lurasidone (SGA)

Schizophrenia:  
13 and older

40–80 mg daily Additional Black Box Warnings: Increased risk of suicidal thinking and 
behavior in short-term studies in children, adolescents, and young adults 
taking antidepressants. Monitor for worsening and emergence of suicidal 
thoughts and behaviors.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
No adverse developmental or teratogenic effects were seen in animal 
studies.

Lactation: It is not known if lurasidone and its metabolites are excreted in 
human breast milk. It is excreted in the milk of rats during lactation.

Moban 

molindone† (FGA)

Schizophrenia:  
12 and older

15 mg–225 mg daily 
depending on the severity 
of the disorder and 
response to treatment

Warnings and precautions: Drowsiness is the most frequently occurring 
adverse effect.

Pregnancy: Animal reproductive studies have not demonstrated a 
teratogenic potential. The benefits must be weighed against the unknown 
risks to the fetus if used in pregnant patients.

Lactation: It is not known if molindone is excreted in human breast milk.
Zyprexa 

olanzapine* (SGA)

Schizophrenia and 
bipolar I disorder, 
mania or mixed 
episodes:  
13 and older

2.5–20 mg daily Warnings and precautions: 1) May cause sedation, increased appetite, 
weight gain, dizziness, abdominal pain, fatigue, dry mouth, and headache. 
2) Zyprexa Relprev, the long-acting injectable formulation, is not approved 
in pediatrics.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: Olanzapine is excreted in human breast milk.
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TABLE 3

Antipsychotics

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Invega 

paliperidone* (SGA)

Schizophrenia:  
12 and older

<51 kg: 3–6 mg daily  
≥51 kg: 3–12 mg daily

Warnings and precautions: 1) May cause somnolence, akathisia, tremor, 
dystonia, cogwheel rigidity, anxiety, weight gain, and tachycardia. 2) Use can 
cause an increase in the QT interval. 3) Invega Sustenna and Invega Trinza, 
long-acting injectable formulations, are not approved in pediatrics.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
In animal reproduction studies, there were no increases in fetal 
abnormalities.

Lactation: Paliperidone is excreted in human breast milk.
Trilafon 

perphenazine† (FGA)

Schizophrenia:  
12 and older

Adult dosages below.  
See additional 
information note in  
the next box.

Oral: 2–64 mg daily 
(12–24 mg is average daily 
dose)

Injection: 5 mg per 
dose. Injection can be 
repeated every 6 hours, 
not to exceed 15 mg in 
ambulatory patients or 
30 mg in hospitalized 
patients per day

Warnings and precautions: 1) May cause dystonia, neuroleptic malignant 
syndrome, orthostatic hypotension, weight gain, endocrine changes and 
alterations in cardiac condition. 2) According to the label, pediatric dosages 
have not been established, but they recommended that pediatric patients 
over 12 years may receive the lowest limit of adult dosage.

Pregnancy: Safe use in pregnancy has not been established.

Lactation: Safe use during lactation has not been established.

Orap 

pimozide† (FGA)

Tourette’s disorder:  
12 and older

≥ 12 yrs: 0.05 mg/kg– 
0.2 mg/kg; not to exceed 
10 mg daily

Warnings and precautions: 1) May cause dyskinesias, dry mouth, 
constipation, prolactin elevation, and prolonged QTc interval. 2) Avoid 
abrupt withdrawal. 3) A small, open-label study (36 children) in children 
ages 2–12 demonstrated that pimozide has a similar safety profile in this 
age group as in older patients and there were no safety findings that would 
preclude its use in this age group.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known whether pimozide is excreted in human 
breast milk.

Seroquel

quetiapine* (SGA)

Bipolar I disorder:  
10 and older

Schizophrenia:  
13 and older

25–600 mg daily  
25–800 mg daily

Warnings and precautions: 1) May cause dyskinesias, dry mouth, 
constipation, prolactin elevation, and prolonged QTc interval. 2) Avoid 
abrupt withdrawal. 3) A small, open-label study (36 children) in children 
ages 2–12 demonstrated pimozide has a similar safety profile in this age 
group as in older patients and there were no safety findings that would 
preclude its use in this age group.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known whether pimozide is excreted in human 
breast milk.

Seroquel XR

quetiapine* (SGA)

Bipolar I disorder:  
10 and older

Schizophrenia:  
13 and older

50–600 mg daily  
50–800 mg daily

Additional Black Box Warning: Increased risk of suicidal thoughts and 
behaviors in children, adolescents, and young adults taking antidepressants. 
Monitor for worsening and emergence of suicidal thoughts and behaviors.

Warnings and precautions: May cause somnolence, dizziness, fatigue, 
increased appetite, nausea, vomiting, dry mouth, tachycardia, and 
weight gain.

Pregnancy: Limited human data. Based on animal data, may cause fetal harm.

Lactation: Quetiapine is excreted in human breast milk.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Invega 

paliperidone* (SGA)

Schizophrenia:  
12 and older

<51 kg: 3–6 mg daily  
≥51 kg: 3–12 mg daily

Warnings and precautions: 1) May cause somnolence, akathisia, tremor, 
dystonia, cogwheel rigidity, anxiety, weight gain, and tachycardia. 2) Use can 
cause an increase in the QT interval. 3) Invega Sustenna and Invega Trinza, 
long-acting injectable formulations, are not approved in pediatrics.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
In animal reproduction studies, there were no increases in fetal 
abnormalities.

Lactation: Paliperidone is excreted in human breast milk.
Trilafon 

perphenazine† (FGA)

Schizophrenia:  
12 and older

Adult dosages below.  
See additional 
information note in  
the next box.

Oral: 2–64 mg daily 
(12–24 mg is average daily 
dose)

Injection: 5 mg per 
dose. Injection can be 
repeated every 6 hours, 
not to exceed 15 mg in 
ambulatory patients or 
30 mg in hospitalized 
patients per day

Warnings and precautions: 1) May cause dystonia, neuroleptic malignant 
syndrome, orthostatic hypotension, weight gain, endocrine changes and 
alterations in cardiac condition. 2) According to the label, pediatric dosages 
have not been established, but they recommended that pediatric patients 
over 12 years may receive the lowest limit of adult dosage.

Pregnancy: Safe use in pregnancy has not been established.

Lactation: Safe use during lactation has not been established.

Orap 

pimozide† (FGA)

Tourette’s disorder:  
12 and older

≥ 12 yrs: 0.05 mg/kg– 
0.2 mg/kg; not to exceed 
10 mg daily

Warnings and precautions: 1) May cause dyskinesias, dry mouth, 
constipation, prolactin elevation, and prolonged QTc interval. 2) Avoid 
abrupt withdrawal. 3) A small, open-label study (36 children) in children 
ages 2–12 demonstrated that pimozide has a similar safety profile in this 
age group as in older patients and there were no safety findings that would 
preclude its use in this age group.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known whether pimozide is excreted in human 
breast milk.

Seroquel

quetiapine* (SGA)

Bipolar I disorder:  
10 and older

Schizophrenia:  
13 and older

25–600 mg daily  
25–800 mg daily

Warnings and precautions: 1) May cause dyskinesias, dry mouth, 
constipation, prolactin elevation, and prolonged QTc interval. 2) Avoid 
abrupt withdrawal. 3) A small, open-label study (36 children) in children 
ages 2–12 demonstrated pimozide has a similar safety profile in this age 
group as in older patients and there were no safety findings that would 
preclude its use in this age group.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known whether pimozide is excreted in human 
breast milk.

Seroquel XR

quetiapine* (SGA)

Bipolar I disorder:  
10 and older

Schizophrenia:  
13 and older

50–600 mg daily  
50–800 mg daily

Additional Black Box Warning: Increased risk of suicidal thoughts and 
behaviors in children, adolescents, and young adults taking antidepressants. 
Monitor for worsening and emergence of suicidal thoughts and behaviors.

Warnings and precautions: May cause somnolence, dizziness, fatigue, 
increased appetite, nausea, vomiting, dry mouth, tachycardia, and 
weight gain.

Pregnancy: Limited human data. Based on animal data, may cause fetal harm.

Lactation: Quetiapine is excreted in human breast milk.
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TABLE 3

Antipsychotics

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Risperdal

risperidone* (SGA)

Irritability 
associated with 
autistic disorder:  
5 and older

Bipolar mania:  
10 and older

Schizophrenia:  
13 and older

<20 kg: 0.25–3 mg daily 
>20 kg: 0.5–3 mg daily 
0.5–6 mg daily  
0.5–6 mg daily

Warnings and precautions: 1) Risperdal Consta, the long-acting injectable 
formulation, is not approved in pediatrics. 2) Doses above 2.5 mg daily in 
bipolar mania and 3 mg daily in schizophrenia provided no additional clinical 
benefit in studies.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Risperidone and its metabolite are present in human breast milk.

Mellaril

thioridazine† (FGA)

Treatment 
refractory 
schizophrenia:  
(age not specified)

0.5–3 mg/kg/day Additional Black Box Warning: Dose-related prolongation of QTc interval 
may cause torsade de pointes-type arrhythmias and sudden death. Use 
restricted to schizophrenia resistant to standard antipsychotic drugs.

Warnings and precautions: FDA label does not include a specific age. It states 
medication can be used in pediatric patients with schizophrenia who are 
unresponsive to other agents.

Pregnancy: No teratogenic effects reported in product labeling.

Lactation: It is not known whether thioridazine is excreted in human 
breast milk.

Navane

thiothixene† (FGA)

Schizophrenia:  
12 and older

6–60 mg daily Warnings and precautions: May cause CNS collapse, CNS depression, blood 
dyscrasias.

Pregnancy: Safe use of thiothixene during pregnancy has not been 
established.

Lactation: It is not known whether thiothixene is excreted in human 
breast milk.

Stelazine 

trifluoperazine† (FGA)

Behavioral 
disorders: no  
age specified

Psychosis:  
6 and older

1–2 mg daily depending 
on the size of the child

1–15 mg daily (some 
older children with 
severe symptoms may 
require, and be able to 
tolerate, higher dosages)

Warnings and precautions: May cause CNS collapse, CNS depression, blood 
dyscrasias, bone marrow depression, and hepatic impairment.

Pregnancy: Studies in pregnant women showed no casual relationship 
between the drug and congenital malformations.

Lactation: There is evidence that trifluoperazine is excreted in the milk 
of nursing mothers.

Geodon 

ziprasidone* (SGA)

18 and older N/A Warnings and precautions: 1) Doses should be administered with food. 
2) Use can cause prolonged QTc interval.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
In animal studies, ziprasidone demonstrated developmental toxicity, 
including fetal structural abnormalities and possible teratogenic effects 
at doses similar to human therapeutic doses.

Lactation: It is not known whether ziprasidone or its metabolites are 
excreted in human breast milk. It is recommended that women receiving 
ziprasidone should not breastfeed.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Risperdal

risperidone* (SGA)

Irritability 
associated with 
autistic disorder:  
5 and older

Bipolar mania:  
10 and older

Schizophrenia:  
13 and older

<20 kg: 0.25–3 mg daily 
>20 kg: 0.5–3 mg daily 
0.5–6 mg daily  
0.5–6 mg daily

Warnings and precautions: 1) Risperdal Consta, the long-acting injectable 
formulation, is not approved in pediatrics. 2) Doses above 2.5 mg daily in 
bipolar mania and 3 mg daily in schizophrenia provided no additional clinical 
benefit in studies.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Risperidone and its metabolite are present in human breast milk.

Mellaril

thioridazine† (FGA)

Treatment 
refractory 
schizophrenia:  
(age not specified)

0.5–3 mg/kg/day Additional Black Box Warning: Dose-related prolongation of QTc interval 
may cause torsade de pointes-type arrhythmias and sudden death. Use 
restricted to schizophrenia resistant to standard antipsychotic drugs.

Warnings and precautions: FDA label does not include a specific age. It states 
medication can be used in pediatric patients with schizophrenia who are 
unresponsive to other agents.

Pregnancy: No teratogenic effects reported in product labeling.

Lactation: It is not known whether thioridazine is excreted in human 
breast milk.

Navane

thiothixene† (FGA)

Schizophrenia:  
12 and older

6–60 mg daily Warnings and precautions: May cause CNS collapse, CNS depression, blood 
dyscrasias.

Pregnancy: Safe use of thiothixene during pregnancy has not been 
established.

Lactation: It is not known whether thiothixene is excreted in human 
breast milk.

Stelazine 

trifluoperazine† (FGA)

Behavioral 
disorders: no  
age specified

Psychosis:  
6 and older

1–2 mg daily depending 
on the size of the child

1–15 mg daily (some 
older children with 
severe symptoms may 
require, and be able to 
tolerate, higher dosages)

Warnings and precautions: May cause CNS collapse, CNS depression, blood 
dyscrasias, bone marrow depression, and hepatic impairment.

Pregnancy: Studies in pregnant women showed no casual relationship 
between the drug and congenital malformations.

Lactation: There is evidence that trifluoperazine is excreted in the milk 
of nursing mothers.

Geodon 

ziprasidone* (SGA)

18 and older N/A Warnings and precautions: 1) Doses should be administered with food. 
2) Use can cause prolonged QTc interval.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
In animal studies, ziprasidone demonstrated developmental toxicity, 
including fetal structural abnormalities and possible teratogenic effects 
at doses similar to human therapeutic doses.

Lactation: It is not known whether ziprasidone or its metabolites are 
excreted in human breast milk. It is recommended that women receiving 
ziprasidone should not breastfeed.
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TABLE 4

Antidepressants

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

◊∞‡Black Box Warning that applies to all antidepressants: Increased risk of 
suicidal thinking and behaviors in children, adolescents, and young adults 
(18–24) with major depressive disorder and other psychiatric disorders. 
Monitor for worsening and emergence of suicidal thoughts and behaviors.

‡Tricyclic antidepressants (TCAs) are not the drugs of choice for pediatric 
patients with depression; there is lack of high-quality data to support 
efficacy and safety. Monitoring of cardiac function is wise when 
TCAs are used in children.

◊∞Precautions that apply to all selective serotonin-reuptake inhibitors 
(SSRIs) and all serotonin and norepinephrine reuptake inhibitors (SNRI) 
antidepressants: Activation of mania/hypomania, discontinuation syndrome, 
increased risk of bleeding and use in combination with monoamine oxidase 
inhibitors (MAOIs).

◊∞¥Precautions that apply to all SNRIs: Used in combination with MAOIs, 
activation of mania/hypomania, discontinuation syndrome, increased risk 
of bleeding.

General precautions for MAOIs: This class is usually reserved for patients 
for whom other agents have failed because of strict dietary restrictions 
and side effects. Patients must avoid foods high in tyramine and alcohol. 
This medication should not be used if another MAOI has been previously 
prescribed. Serious, life-threatening side effects can occur if isocarboxazid 
is consumed before another MAOI has cleared from the body.

Pregnancy effects for SSRIs/SNRIs: Babies exposed to SSRIs and SNRIs late 
in the third trimester have developed complications requiring prolonged 
hospitalization, respiratory support, and tube feeding. Such complications 
can arise immediately upon delivery. Other clinical findings have included 
respiratory distress, cyanosis, apnea, seizures, temperature instability, 
feeding difficulty, vomiting, hypoglycemia, hypotonia, hypertonia, 
hyperreffexia, tremor, jitteriness, irritability, and constant crying.

Elavil 

amitriptyline‡  
(tricyclic [TCA])

18 and older N/A Warnings and precautions: According to the label, the safety and efficacy 
of amitriptyline in pediatric patients has not been established. It is 
recommended that this drug not be used in patients under 12 years of age 
due to lack of experience with the use of this drug in pediatric patients.

Pregnancy: Amitriptyline has been shown to cross the placenta. There 
have been a few reports of adverse events, including CNS effects, limb 
deformities, or developmental delay in infants whose mothers took 
amitriptyline in pregnancy.

Lactation: Amitriptyline is excreted into breast milk. Because of the 
potential for serious adverse reactions in nursing infants from amitriptyline, 
a decision should be made whether to discontinue nursing or discontinue 
the drug.

Asendin 

amoxapine‡ (TCA)

18 and older N/A Warnings and precautions: Most common adverse events are drowsiness, 
dry mouth, constipation, and blurred vision.

Pregnancy: No teratogenic effects were observed in mice, rat, and rabbit 
studies. Amoxapine should only be used during pregnancy if benefit 
outweighs risk to fetus.

Lactation: Amoxapine is excreted in human breast milk. Caution should be 
exercised when used in nursing women.

Wellbutrin, 
Wellbutrin SR, 
Wellbutrin XL, 
Zyban

bupropion 
(aminoketone class)

18 and older N/A Warnings and precautions: 1) Contraindicated in those with seizure 
disorders or a current or prior diagnosis of bulimia or anorexia.  
2) Can increase blood pressure. 3) Can cause false positive urine test 
results for amphetamines.

Pregnancy: Data from International Bupropion Pregnancy Registry 
(675 first-trimester patients) and a retrospective cohort study using the 
United Healthcare Database (1213 first-trimester exposures) did not show 
an increased risk for malformations. Animal data did not show increased 
risk of teratogenicity.

Lactation: Bupropion and its metabolites are excreted in human breast milk.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

◊∞‡Black Box Warning that applies to all antidepressants: Increased risk of 
suicidal thinking and behaviors in children, adolescents, and young adults 
(18–24) with major depressive disorder and other psychiatric disorders. 
Monitor for worsening and emergence of suicidal thoughts and behaviors.

‡Tricyclic antidepressants (TCAs) are not the drugs of choice for pediatric 
patients with depression; there is lack of high-quality data to support 
efficacy and safety. Monitoring of cardiac function is wise when 
TCAs are used in children.

◊∞Precautions that apply to all selective serotonin-reuptake inhibitors 
(SSRIs) and all serotonin and norepinephrine reuptake inhibitors (SNRI) 
antidepressants: Activation of mania/hypomania, discontinuation syndrome, 
increased risk of bleeding and use in combination with monoamine oxidase 
inhibitors (MAOIs).

◊∞¥Precautions that apply to all SNRIs: Used in combination with MAOIs, 
activation of mania/hypomania, discontinuation syndrome, increased risk 
of bleeding.

General precautions for MAOIs: This class is usually reserved for patients 
for whom other agents have failed because of strict dietary restrictions 
and side effects. Patients must avoid foods high in tyramine and alcohol. 
This medication should not be used if another MAOI has been previously 
prescribed. Serious, life-threatening side effects can occur if isocarboxazid 
is consumed before another MAOI has cleared from the body.

Pregnancy effects for SSRIs/SNRIs: Babies exposed to SSRIs and SNRIs late 
in the third trimester have developed complications requiring prolonged 
hospitalization, respiratory support, and tube feeding. Such complications 
can arise immediately upon delivery. Other clinical findings have included 
respiratory distress, cyanosis, apnea, seizures, temperature instability, 
feeding difficulty, vomiting, hypoglycemia, hypotonia, hypertonia, 
hyperreffexia, tremor, jitteriness, irritability, and constant crying.

Elavil 

amitriptyline‡  
(tricyclic [TCA])

18 and older N/A Warnings and precautions: According to the label, the safety and efficacy 
of amitriptyline in pediatric patients has not been established. It is 
recommended that this drug not be used in patients under 12 years of age 
due to lack of experience with the use of this drug in pediatric patients.

Pregnancy: Amitriptyline has been shown to cross the placenta. There 
have been a few reports of adverse events, including CNS effects, limb 
deformities, or developmental delay in infants whose mothers took 
amitriptyline in pregnancy.

Lactation: Amitriptyline is excreted into breast milk. Because of the 
potential for serious adverse reactions in nursing infants from amitriptyline, 
a decision should be made whether to discontinue nursing or discontinue 
the drug.

Asendin 

amoxapine‡ (TCA)

18 and older N/A Warnings and precautions: Most common adverse events are drowsiness, 
dry mouth, constipation, and blurred vision.

Pregnancy: No teratogenic effects were observed in mice, rat, and rabbit 
studies. Amoxapine should only be used during pregnancy if benefit 
outweighs risk to fetus.

Lactation: Amoxapine is excreted in human breast milk. Caution should be 
exercised when used in nursing women.

Wellbutrin, 
Wellbutrin SR, 
Wellbutrin XL, 
Zyban

bupropion 
(aminoketone class)

18 and older N/A Warnings and precautions: 1) Contraindicated in those with seizure 
disorders or a current or prior diagnosis of bulimia or anorexia.  
2) Can increase blood pressure. 3) Can cause false positive urine test 
results for amphetamines.

Pregnancy: Data from International Bupropion Pregnancy Registry 
(675 first-trimester patients) and a retrospective cohort study using the 
United Healthcare Database (1213 first-trimester exposures) did not show 
an increased risk for malformations. Animal data did not show increased 
risk of teratogenicity.

Lactation: Bupropion and its metabolites are excreted in human breast milk.

Child & Adolescent Dosing.indd   25 05-02-2018   14:13:50



26 Dosing and Monitoring: Children and Adolescents

TABLE 4

Antidepressants

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Celexa

citalopram* (SSRI)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal reproduction studies have shown negative consequences on 
fetal and postnatal development, including teratogenic effects when 
administered at doses greater than human therapeutic doses.

Lactation: Citalopram is excreted in human breast milk. There have been 
reports of infants experiencing excessive sedation, decreased feeding, and 
weight loss in association with breastfeeding. Caution should be exercised 
and breastfeeding infants should be observed for side effects when given to 
a nursing woman.

Anafranil

clomipramine‡ (TCA)

OCD: 10 and older 25–200 mg daily or  
3 mg/kg/day,  
whichever is less

Warnings and precautions: 1) The most commonly observed adverse events 
are gastrointestinal complaints (including dry mouth, constipation, nausea, 
dyspepsia, anorexia, tremor, dizziness, and nervousness). 2) Seizure was 
the most significant risk of clomipramine use in premarket evaluation. 
3) Use with caution in patients with a history of seizures or predisposing 
factors such as brain damage.

Pregnancy: No teratogenic effects were observed in mice and rat studies. 
Withdrawal symptoms—including jitteriness, tremor, and seizures—have 
been reported in neonates whose mothers have taken clomipramine until 
delivery. Clomipramine should be used during pregnancy only if the benefit 
outweighs the risk to the fetus.

Lactation: Clomipramine is excreted in human breast milk.
Pristiq

desvenlafaxine∞¥ 
(SNRI)

18 and older N/A Pregnancy: No adequate and well-controlled studies in pregnant women. 
Based on animal data, desvenlafaxine may cause fetal harm.

Lactation: Desvenlafaxine is excreted in human breast milk.
Sinequan 

doxepin† (TCA)

18 and older N/A Warnings and precautions: While the safety and effectiveness in the pediatric 
population have not been established, the product labeling specifically 
says use of doxepin in children under 12 years of age is not recommended 
because safe conditions for its use have not been established. Anyone 
considering the use of doxepin in a child or adolescent must balance the 
risk versus the benefit.

Pregnancy: Safety in pregnancy has not been established.

Lactation: There have been reports of apnea and drowsiness occurring in 
nursing mothers taking doxepin.

Cymbalta 

duloxetine∞¥ (SNRI)

Generalized anxiety 
disorder (GAD):  
7 and older

30–120 mg daily Pregnancy: No adequate or well-controlled studies in pregnant women; 
use in pregnancy only if the potential benefit justifies the potential risk 
to the fetus.

Lactation: Duloxetine is excreted in human breast milk.
Lexapro

 escitalopram* (SSRI)

Major depressive 
disorder (MDD):  
12 and older

10–20 mg daily Pregnancy: No adequate or well-controlled studies in pregnant women; 
use in pregnancy only if the potential benefit justifies the potential risk 
to the fetus.

Lactation: Escitalopram is excreted in human breast milk. There have been 
reports of infants experiencing excessive sedation, decreased feeding, and 
weight loss in association with breastfeeding. Caution should be exercised 
and breastfeeding infants should be observed for side effects when 
escitalopram is given to a nursing woman.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Celexa

citalopram* (SSRI)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal reproduction studies have shown negative consequences on 
fetal and postnatal development, including teratogenic effects when 
administered at doses greater than human therapeutic doses.

Lactation: Citalopram is excreted in human breast milk. There have been 
reports of infants experiencing excessive sedation, decreased feeding, and 
weight loss in association with breastfeeding. Caution should be exercised 
and breastfeeding infants should be observed for side effects when given to 
a nursing woman.

Anafranil

clomipramine‡ (TCA)

OCD: 10 and older 25–200 mg daily or  
3 mg/kg/day,  
whichever is less

Warnings and precautions: 1) The most commonly observed adverse events 
are gastrointestinal complaints (including dry mouth, constipation, nausea, 
dyspepsia, anorexia, tremor, dizziness, and nervousness). 2) Seizure was 
the most significant risk of clomipramine use in premarket evaluation. 
3) Use with caution in patients with a history of seizures or predisposing 
factors such as brain damage.

Pregnancy: No teratogenic effects were observed in mice and rat studies. 
Withdrawal symptoms—including jitteriness, tremor, and seizures—have 
been reported in neonates whose mothers have taken clomipramine until 
delivery. Clomipramine should be used during pregnancy only if the benefit 
outweighs the risk to the fetus.

Lactation: Clomipramine is excreted in human breast milk.
Pristiq

desvenlafaxine∞¥ 
(SNRI)

18 and older N/A Pregnancy: No adequate and well-controlled studies in pregnant women. 
Based on animal data, desvenlafaxine may cause fetal harm.

Lactation: Desvenlafaxine is excreted in human breast milk.
Sinequan 

doxepin† (TCA)

18 and older N/A Warnings and precautions: While the safety and effectiveness in the pediatric 
population have not been established, the product labeling specifically 
says use of doxepin in children under 12 years of age is not recommended 
because safe conditions for its use have not been established. Anyone 
considering the use of doxepin in a child or adolescent must balance the 
risk versus the benefit.

Pregnancy: Safety in pregnancy has not been established.

Lactation: There have been reports of apnea and drowsiness occurring in 
nursing mothers taking doxepin.

Cymbalta 

duloxetine∞¥ (SNRI)

Generalized anxiety 
disorder (GAD):  
7 and older

30–120 mg daily Pregnancy: No adequate or well-controlled studies in pregnant women; 
use in pregnancy only if the potential benefit justifies the potential risk 
to the fetus.

Lactation: Duloxetine is excreted in human breast milk.
Lexapro

 escitalopram* (SSRI)

Major depressive 
disorder (MDD):  
12 and older

10–20 mg daily Pregnancy: No adequate or well-controlled studies in pregnant women; 
use in pregnancy only if the potential benefit justifies the potential risk 
to the fetus.

Lactation: Escitalopram is excreted in human breast milk. There have been 
reports of infants experiencing excessive sedation, decreased feeding, and 
weight loss in association with breastfeeding. Caution should be exercised 
and breastfeeding infants should be observed for side effects when 
escitalopram is given to a nursing woman.

Child & Adolescent Dosing.indd   27 05-02-2018   14:13:50



28 Dosing and Monitoring: Children and Adolescents

TABLE 4

Antidepressants

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
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BLACK BOX WARNINGS/WARNINGS AND  
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Prozac 

fluoxetine* (SSRI)

MDD: 8 and older

Obsessive 
compulsive disorder 
(OCD): 7 and older

10–20 mg daily (MDD) 
10–60 mg daily (OCD)

Pregnancy: The effect on labor and delivery in humans is unknown. Prozac 
does cross the placenta so there is a possibility that it may have adverse 
effects on the newborn. Prozac should be used in pregnancy only if the 
potential benefit justifies the potential risks to the fetus.

Lactation: Fluoxetine is excreted in human breast milk. Nursing while taking 
fluoxetine is not recommended.

Luvox 

fluvoxamine* (SSRI)

OCD: 8 and older 25–200 mg daily  
(kids over age 11 may 
need doses up to  
300 mg daily)

Warnings and precautions: 1) Luvox CR is not indicated in children/
adolescents. 2) Decreased appetite and weight loss have been observed 
with pediatric use. Regular monitoring of weight and growth is 
recommended.

Pregnancy: The effect on labor and delivery in humans is unknown.

Lactation: Fluvoxamine is excreted in human breast milk so the decision 
of whether to discontinue nursing or discontinue the drug should take 
into account the potential for serious adverse effects from exposure to 
fluvoxamine in the nursing infants as well as the potential benefit of therapy 
to the mother.

Tofranil 

imipramine‡ (TCA)

Bedwetting: 6 and 
older

Ages 6–11: 25–50 mg 
daily

Ages 12 and older:  
25–75 mg daily

*Do not exceed  
2.5 mg/kg/day*

*Give one hour before 
bedtime*

Warnings and precautions: 1) The most common adverse effects in children 
with bedwetting are nervousness, sleep disorders, tiredness, and mild 
stomach disturbances. The adverse events usually disappear during 
continued use or when the dosage is decreased. 2) Imipramine should only 
be used for short-term, add-on therapy. 3) Tofranil-PM is not indicated in 
children. It is generally recommended that Tofranil-PM should not be used 
in children because of the increased potential for acute overdose due to the 
high unit potency (75, 100, 125, and 150 mg). Anyone considering the use 
Tofranil-PM (imipramine pamoate) in a child or adolescent must balance the 
potential risks with the clinical need.

Pregnancy: Should not be used in women who are or might become 
pregnant, as there have been clinical reports of congenital malformations 
associated with the use of imipramine.

Lactation: Likely to be excreted in human breast milk.
Marplan 

isocarboxazid (MAOI)

18 and older N/A Warnings and precautions: 1) The safety and effectiveness in pediatric 
populations has not been demonstrated, but the product labeling 
specifically says marplan is not recommended for use in patients under 
16 years of age. 2) Because of adverse reactions and numerous drug 
interactions, marplan is considered a second line agent in those who have 
failed other agents.

Pregnancy: Safety in pregnancy has not been established.

Lactation: Levels of excretion into breast milk and effects on nursing infants 
is unknown.

Fetzima 

levomilnacipran 
(SNRI)

18 and older N/A Pregnancy: Safety in pregnancy has not been established.

Lactation: It is not known if levominalcipran is excreted in human breast 
milk. Studies have shown that it is present in the milk of lactating rats.

Ludiomil 

maprotiline‡ (TCA)

18 and older N/A Pregnancy: Safety in pregnancy has not been established.

Lactation: Maprotiline is excreted in human breast milk. Caution should be 
exercised when given to a nursing mother.
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PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
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Prozac 

fluoxetine* (SSRI)

MDD: 8 and older

Obsessive 
compulsive disorder 
(OCD): 7 and older

10–20 mg daily (MDD) 
10–60 mg daily (OCD)

Pregnancy: The effect on labor and delivery in humans is unknown. Prozac 
does cross the placenta so there is a possibility that it may have adverse 
effects on the newborn. Prozac should be used in pregnancy only if the 
potential benefit justifies the potential risks to the fetus.

Lactation: Fluoxetine is excreted in human breast milk. Nursing while taking 
fluoxetine is not recommended.

Luvox 

fluvoxamine* (SSRI)

OCD: 8 and older 25–200 mg daily  
(kids over age 11 may 
need doses up to  
300 mg daily)

Warnings and precautions: 1) Luvox CR is not indicated in children/
adolescents. 2) Decreased appetite and weight loss have been observed 
with pediatric use. Regular monitoring of weight and growth is 
recommended.

Pregnancy: The effect on labor and delivery in humans is unknown.

Lactation: Fluvoxamine is excreted in human breast milk so the decision 
of whether to discontinue nursing or discontinue the drug should take 
into account the potential for serious adverse effects from exposure to 
fluvoxamine in the nursing infants as well as the potential benefit of therapy 
to the mother.

Tofranil 

imipramine‡ (TCA)

Bedwetting: 6 and 
older

Ages 6–11: 25–50 mg 
daily

Ages 12 and older:  
25–75 mg daily

*Do not exceed  
2.5 mg/kg/day*

*Give one hour before 
bedtime*

Warnings and precautions: 1) The most common adverse effects in children 
with bedwetting are nervousness, sleep disorders, tiredness, and mild 
stomach disturbances. The adverse events usually disappear during 
continued use or when the dosage is decreased. 2) Imipramine should only 
be used for short-term, add-on therapy. 3) Tofranil-PM is not indicated in 
children. It is generally recommended that Tofranil-PM should not be used 
in children because of the increased potential for acute overdose due to the 
high unit potency (75, 100, 125, and 150 mg). Anyone considering the use 
Tofranil-PM (imipramine pamoate) in a child or adolescent must balance the 
potential risks with the clinical need.

Pregnancy: Should not be used in women who are or might become 
pregnant, as there have been clinical reports of congenital malformations 
associated with the use of imipramine.

Lactation: Likely to be excreted in human breast milk.
Marplan 

isocarboxazid (MAOI)

18 and older N/A Warnings and precautions: 1) The safety and effectiveness in pediatric 
populations has not been demonstrated, but the product labeling 
specifically says marplan is not recommended for use in patients under 
16 years of age. 2) Because of adverse reactions and numerous drug 
interactions, marplan is considered a second line agent in those who have 
failed other agents.

Pregnancy: Safety in pregnancy has not been established.

Lactation: Levels of excretion into breast milk and effects on nursing infants 
is unknown.

Fetzima 

levomilnacipran 
(SNRI)

18 and older N/A Pregnancy: Safety in pregnancy has not been established.

Lactation: It is not known if levominalcipran is excreted in human breast 
milk. Studies have shown that it is present in the milk of lactating rats.

Ludiomil 

maprotiline‡ (TCA)

18 and older N/A Pregnancy: Safety in pregnancy has not been established.

Lactation: Maprotiline is excreted in human breast milk. Caution should be 
exercised when given to a nursing mother.
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Remeron 

mirtazapine 
(tetracyclic)

18 and older N/A Warnings and precautions: 1) Two trials in 258 pediatric patients with 
depression were conducted by the manufacturer and the data was not 
sufficient to support a claim for use. 2) Do not take if an MAOI was used 
within the past 14 days.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
There were no teratogenic effects seen in animal studies.

Lactation: Mirtazapine may be excreted into human breast milk so caution 
should be exercised when administered to nursing women.

Pamelor 

nortriptyline‡ (TCA)

18 and older N/A Warnings and precautions: Safety and effectiveness in the pediatric 
population has not been established. However, the package labeling did 
provide dosing for adolescents: 30–50 mg/day (no specific age was given  
for “adolescent”).

Pregnancy: Safe use during pregnancy has not been established. Animal 
studies have yielded inconclusive results.

Lactation: Safe use during lactation has not been established. Animal studies 
have yielded inconclusive results.

Paxil, Paxil CR 

paroxetine* (SSRI)

18 and older N/A Warnings and precautions: 1) Three placebo controlled trials in 752 patients 
with depression were conducted with paroxetine, and the data were not 
sufficient to support a claim for use in pediatric patients. 2) May cause 
nausea, somnolence, sweating, tremor, abnormal physical weakness or lack 
of energy, dry mouth, insomnia, sexual dysfunction, constipation, diarrhea, 
and decreased appetite.

Pregnancy: Pregnancy Category D as a result of scientific evidence of 
positive teratogenic effects, particularly cardiovascular malformations. 
Paroxetine should be avoided in pregnancy if possible.

Lactation: Paroxetine is excreted in human breast milk.
Nardil 

phenelzine (MAOI)

18 and older N/A Pregnancy: Safety in pregnancy has not been established.

Lactation: Safety in lactation has not been established.
Vivactil 

protriptyline‡ (TCA)

18 and older N/A Warnings and precautions: Safety and effectiveness in the pediatric 
population has not been established. However, the package labeling does 
provide dosing guidelines for adolescents: 5 mg three times daily, increase 
gradually if necessary (no specific age was given for “adolescent” and 
maximum doses were not given).

Pregnancy: Safety in pregnancy has not been established.

Lactation: Safety in lactation has not been established.
Emsam (patch) 

selegiline 
(MAO-B inhibitor/
phenethylamine class)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known if selegiline is excreted in human breast milk. 
Studies have shown that it is present in the milk of lactating rats.

Zoloft 

sertraline* (SSRI)

OCD: 6 and older 25–200 mg daily Warnings and precautions: 1) Solution contains 12% alcohol. 2) Studies in 
depression were not sufficient to support an indication for pediatric use.

Pregnancy: Overall, available published studies suggest no difference in 
major birth defect risk. No teratogenicity was observed in animal studies.

Lactation: Sertraline is excreted in human breast milk. In a published pooled 
analysis of 53 mother-infant pairs in which infants were exclusively fed 
human milk, no adverse reactions were found in the breastfed infants.

Child & Adolescent Dosing.indd   30 05-02-2018   14:13:50



Dosing and Monitoring: Children and Adolescents 31

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Remeron 

mirtazapine 
(tetracyclic)

18 and older N/A Warnings and precautions: 1) Two trials in 258 pediatric patients with 
depression were conducted by the manufacturer and the data was not 
sufficient to support a claim for use. 2) Do not take if an MAOI was used 
within the past 14 days.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
There were no teratogenic effects seen in animal studies.

Lactation: Mirtazapine may be excreted into human breast milk so caution 
should be exercised when administered to nursing women.

Pamelor 

nortriptyline‡ (TCA)

18 and older N/A Warnings and precautions: Safety and effectiveness in the pediatric 
population has not been established. However, the package labeling did 
provide dosing for adolescents: 30–50 mg/day (no specific age was given  
for “adolescent”).

Pregnancy: Safe use during pregnancy has not been established. Animal 
studies have yielded inconclusive results.

Lactation: Safe use during lactation has not been established. Animal studies 
have yielded inconclusive results.

Paxil, Paxil CR 

paroxetine* (SSRI)

18 and older N/A Warnings and precautions: 1) Three placebo controlled trials in 752 patients 
with depression were conducted with paroxetine, and the data were not 
sufficient to support a claim for use in pediatric patients. 2) May cause 
nausea, somnolence, sweating, tremor, abnormal physical weakness or lack 
of energy, dry mouth, insomnia, sexual dysfunction, constipation, diarrhea, 
and decreased appetite.

Pregnancy: Pregnancy Category D as a result of scientific evidence of 
positive teratogenic effects, particularly cardiovascular malformations. 
Paroxetine should be avoided in pregnancy if possible.

Lactation: Paroxetine is excreted in human breast milk.
Nardil 

phenelzine (MAOI)

18 and older N/A Pregnancy: Safety in pregnancy has not been established.

Lactation: Safety in lactation has not been established.
Vivactil 

protriptyline‡ (TCA)

18 and older N/A Warnings and precautions: Safety and effectiveness in the pediatric 
population has not been established. However, the package labeling does 
provide dosing guidelines for adolescents: 5 mg three times daily, increase 
gradually if necessary (no specific age was given for “adolescent” and 
maximum doses were not given).

Pregnancy: Safety in pregnancy has not been established.

Lactation: Safety in lactation has not been established.
Emsam (patch) 

selegiline 
(MAO-B inhibitor/
phenethylamine class)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known if selegiline is excreted in human breast milk. 
Studies have shown that it is present in the milk of lactating rats.

Zoloft 

sertraline* (SSRI)

OCD: 6 and older 25–200 mg daily Warnings and precautions: 1) Solution contains 12% alcohol. 2) Studies in 
depression were not sufficient to support an indication for pediatric use.

Pregnancy: Overall, available published studies suggest no difference in 
major birth defect risk. No teratogenicity was observed in animal studies.

Lactation: Sertraline is excreted in human breast milk. In a published pooled 
analysis of 53 mother-infant pairs in which infants were exclusively fed 
human milk, no adverse reactions were found in the breastfed infants.
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TABLE 4

Antidepressants

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Parnate 

tranylcypromine 
(MAOI)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal reproductive studies show that tranylcypromine passes through the 
placental barrier to the fetus of rats.

Lactation: Tranylcypromine is excreted in human breast milk.
Desyrel, Oleptro 

trazodone  
(serotonin antagonist 
and reuptake inhibitor 
[SARI] class)

18 and older N/A Warnings and precautions: 1) Should not be used within 14 days of MAOI 
treatment. 2) Monitor for emergence of mania/hypomania. 3) May cause 
prolongation of the QT/QTc interval, increased risk of bleeding, priapism, 
and possible hyponatremia.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Some rat and rabbit studies show adverse effects on the fetus at doses 
higher than the maximum human dose.

Lactation: Trazodone and its metabolites are found in the milk of lactating 
rats.

Surmontil 

trimipramine‡ (TCA)

18 and older N/A Warnings and precautions: Though safety and effectiveness in the pediatric 
population has not been established, the FDA labeling provides dosing 
recommendations for adolescent patients of an initial dose of 50 mg daily 
with gradual increases up to 100 mg per day (no age range was given for 
“adolescent”).

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Trimipramine has shown evidence of embryotoxicity and/or increased 
incidence of major anomalies in rats or rabbits with doses beyond those 
approved in humans.

Lactation: Effects in the nursing infant are unknown.
Effexor, Effexor XR 

venlafaxine∞ (SNRI)

18 and older N/A Warnings and precautions: According to the FDA labeling, two placebo-
controlled trials in 766 pediatric patients with depression and two placebo 
controlled trials in 793 pediatric patients with anxiety have been conducted 
with Effexor XR, and the data were not sufficient to support a claim for use 
in pediatric patients.

Pregnancy: No adequate or well-controlled studies in pregnant women. Rat 
and rabbit studies did not show teratogenicity. Effects on labor and delivery 
in humans are unknown.

Lactation: Venlafaxine is excreted in human breast milk.
Viibryd 

vilazodone  
(atypical 
antidepressant)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
There were no teratogenic effects seen when given to pregnant rats or 
rabbits.

Lactation: No data on the presence of vilazodone in human breast milk, the 
effects on breastfed infants, or the effects of the drug on milk production. 
It is present in the milk of lactating rats.

Trintellix 

Vortioxetine  
(atypical 
antidepressant–
serotonin modulator)

18 and older N/A Warnings and precautions: Product underwent a name change from Brintellix 
to Trintellix on 5/2/16 to decrease the risk of prescribing and dispensing 
errors due to name confusion with Brilanta, an antiplatelet medication.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, vortioxetine may cause fetal harm. Vortioxetine 
caused developmental delays when administered to pregnant rats and 
rabbits. There were no teratogenic effects seen in rats or rabbits.

Lactation: It is not known whether vortioxetine is excreted in human breast 
milk. It is present in the milk of lactating rats.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Parnate 

tranylcypromine 
(MAOI)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
Animal reproductive studies show that tranylcypromine passes through the 
placental barrier to the fetus of rats.

Lactation: Tranylcypromine is excreted in human breast milk.
Desyrel, Oleptro 

trazodone  
(serotonin antagonist 
and reuptake inhibitor 
[SARI] class)

18 and older N/A Warnings and precautions: 1) Should not be used within 14 days of MAOI 
treatment. 2) Monitor for emergence of mania/hypomania. 3) May cause 
prolongation of the QT/QTc interval, increased risk of bleeding, priapism, 
and possible hyponatremia.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Some rat and rabbit studies show adverse effects on the fetus at doses 
higher than the maximum human dose.

Lactation: Trazodone and its metabolites are found in the milk of lactating 
rats.

Surmontil 

trimipramine‡ (TCA)

18 and older N/A Warnings and precautions: Though safety and effectiveness in the pediatric 
population has not been established, the FDA labeling provides dosing 
recommendations for adolescent patients of an initial dose of 50 mg daily 
with gradual increases up to 100 mg per day (no age range was given for 
“adolescent”).

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Trimipramine has shown evidence of embryotoxicity and/or increased 
incidence of major anomalies in rats or rabbits with doses beyond those 
approved in humans.

Lactation: Effects in the nursing infant are unknown.
Effexor, Effexor XR 

venlafaxine∞ (SNRI)

18 and older N/A Warnings and precautions: According to the FDA labeling, two placebo-
controlled trials in 766 pediatric patients with depression and two placebo 
controlled trials in 793 pediatric patients with anxiety have been conducted 
with Effexor XR, and the data were not sufficient to support a claim for use 
in pediatric patients.

Pregnancy: No adequate or well-controlled studies in pregnant women. Rat 
and rabbit studies did not show teratogenicity. Effects on labor and delivery 
in humans are unknown.

Lactation: Venlafaxine is excreted in human breast milk.
Viibryd 

vilazodone  
(atypical 
antidepressant)

18 and older N/A Pregnancy: No adequate or well-controlled studies in pregnant women. 
There were no teratogenic effects seen when given to pregnant rats or 
rabbits.

Lactation: No data on the presence of vilazodone in human breast milk, the 
effects on breastfed infants, or the effects of the drug on milk production. 
It is present in the milk of lactating rats.

Trintellix 

Vortioxetine  
(atypical 
antidepressant–
serotonin modulator)

18 and older N/A Warnings and precautions: Product underwent a name change from Brintellix 
to Trintellix on 5/2/16 to decrease the risk of prescribing and dispensing 
errors due to name confusion with Brilanta, an antiplatelet medication.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, vortioxetine may cause fetal harm. Vortioxetine 
caused developmental delays when administered to pregnant rats and 
rabbits. There were no teratogenic effects seen in rats or rabbits.

Lactation: It is not known whether vortioxetine is excreted in human breast 
milk. It is present in the milk of lactating rats.
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TABLE 5

Mood Stabilizing  
and Anticonvulsants

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS◊ AND  
PRECAUTIONS/ADDITIONAL INFORMATION

◊The FDA has a warning on ALL anticonvulsants about the increased risk of suicidal thoughts and behavior.
Tegretol, Tegretol 
XR, Carbatrol, 
Epitol

carbamazepine

Seizures: any age Under 6: 10–35 mg/kg/day

Age 6–12: 20–1000 mg 
daily

Age 13–15: 400–1000 
mg daily

Age 16 and older:  
400–1200 mg daily

**Recommended 
therapeutic serum levels: 
4–12 mcg/mL**

Black Box Warning: 1) Stevens-Johnson syndrome (particularly among 
Asians). 2) Aplastic anemia. 3) Agranulocytosis.

Warnings and precautions: 1) May cause neutropenia and hyponatremia. 
2) Induces metabolism of itself and some other drugs. 3) May decrease 
efficacy of oral contraceptives. 4) Causes teratogenicity. 5) Don’t 
use within 14 days of an MAOI. 6) Tegretol XR does not have dosing 
recommendations for patients under 6.

Pregnancy: May cause fetal harm when administered to pregnant 
women. Data suggest that there may be an association with congenital 
malformations (including spina bifida), congenital anomalies, and 
development disorders.

Lactation: Carbamazepine and its metabolite are excreted into human 
breast milk.

Equetro 

carbamazepine 
extended release 
capsules

18 and older N/A Black Box Warning: 1) Stevens-Johnson syndrome (particularly among 
Asians). 2) Aplastic anemia. 3) Agranulocytosis.

Pregnancy: May cause fetal harm when administered to pregnant 
women. Data suggest that there may be an association with congenital 
malformations (including spina bifida), congenital anomalies, and 
development disorders.

Lactation: Carbamazepine and its metabolite are excreted into human 
breast milk.

Depakote, 
Depakote ER, 
Depakote Sprinkles

divalproex sodium

—

Depakene, Stavzar 

valproic acid

Seizures 
(monotherapy and 
adjunctive): 10 and 
older

10–60 mg/kg/day

Recommended 
therapeutic serum levels: 
50–100 mcg/mL

Black Box Warning: 1) Hepatoxicity. 2) Teratogenicity. 3) Pancreatitis.

Warnings and precautions: 1) May cause urea cycle disorders, multi-organ 
hypersensitivity reaction, thrombocytopenia, withdrawal seizures, suicidal 
ideation, and polycystic ovaries. 2) Use may decrease the efficacy of birth 
control pills, so alternative contraception should be used. 3) Depakote 
Sprinkles may be swallowed whole or the contents of the capsule may be 
sprinkled on soft food. The food should be swallowed and not chewed.

Pregnancy: Can cause congenital malformations including neural tube 
defects and decreased IQ.

Lactation: Excreted in human breast milk.
Neurontin 
gabapentin

Seizures (adjunct): 
3 and older

Ages 3–11: 10–50 mg/kg/day

Ages 12 and older:  
900–2400 mg daily (Doses 
of 3600 mg/day have also 
been administered to a 
small number of patients 
for short duration and 
have been well tolerated)

Warnings and precautions: Dosage adjustments necessary for renal 
impairment or those undergoing hemodialysis.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Gabapentin is excreted in human breast milk.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS◊ AND  
PRECAUTIONS/ADDITIONAL INFORMATION

◊The FDA has a warning on ALL anticonvulsants about the increased risk of suicidal thoughts and behavior.
Tegretol, Tegretol 
XR, Carbatrol, 
Epitol

carbamazepine

Seizures: any age Under 6: 10–35 mg/kg/day

Age 6–12: 20–1000 mg 
daily

Age 13–15: 400–1000 
mg daily

Age 16 and older:  
400–1200 mg daily

**Recommended 
therapeutic serum levels: 
4–12 mcg/mL**

Black Box Warning: 1) Stevens-Johnson syndrome (particularly among 
Asians). 2) Aplastic anemia. 3) Agranulocytosis.

Warnings and precautions: 1) May cause neutropenia and hyponatremia. 
2) Induces metabolism of itself and some other drugs. 3) May decrease 
efficacy of oral contraceptives. 4) Causes teratogenicity. 5) Don’t 
use within 14 days of an MAOI. 6) Tegretol XR does not have dosing 
recommendations for patients under 6.

Pregnancy: May cause fetal harm when administered to pregnant 
women. Data suggest that there may be an association with congenital 
malformations (including spina bifida), congenital anomalies, and 
development disorders.

Lactation: Carbamazepine and its metabolite are excreted into human 
breast milk.

Equetro 

carbamazepine 
extended release 
capsules

18 and older N/A Black Box Warning: 1) Stevens-Johnson syndrome (particularly among 
Asians). 2) Aplastic anemia. 3) Agranulocytosis.

Pregnancy: May cause fetal harm when administered to pregnant 
women. Data suggest that there may be an association with congenital 
malformations (including spina bifida), congenital anomalies, and 
development disorders.

Lactation: Carbamazepine and its metabolite are excreted into human 
breast milk.

Depakote, 
Depakote ER, 
Depakote Sprinkles

divalproex sodium

—

Depakene, Stavzar 

valproic acid

Seizures 
(monotherapy and 
adjunctive): 10 and 
older

10–60 mg/kg/day

Recommended 
therapeutic serum levels: 
50–100 mcg/mL

Black Box Warning: 1) Hepatoxicity. 2) Teratogenicity. 3) Pancreatitis.

Warnings and precautions: 1) May cause urea cycle disorders, multi-organ 
hypersensitivity reaction, thrombocytopenia, withdrawal seizures, suicidal 
ideation, and polycystic ovaries. 2) Use may decrease the efficacy of birth 
control pills, so alternative contraception should be used. 3) Depakote 
Sprinkles may be swallowed whole or the contents of the capsule may be 
sprinkled on soft food. The food should be swallowed and not chewed.

Pregnancy: Can cause congenital malformations including neural tube 
defects and decreased IQ.

Lactation: Excreted in human breast milk.
Neurontin 
gabapentin

Seizures (adjunct): 
3 and older

Ages 3–11: 10–50 mg/kg/day

Ages 12 and older:  
900–2400 mg daily (Doses 
of 3600 mg/day have also 
been administered to a 
small number of patients 
for short duration and 
have been well tolerated)

Warnings and precautions: Dosage adjustments necessary for renal 
impairment or those undergoing hemodialysis.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Gabapentin is excreted in human breast milk.
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TABLE 5

Mood Stabilizing  
and Anticonvulsants

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS◊ AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Lamictal,  
Lamictal XR 

lamotrigine

Epilepsy (adjunct): 
2 and older

Epilepsy 
(monotherapy): 
16 and older

Adjunct dosing:

**For all patients 
convenient starter 
packs are available that 
ensures that titration is 
slow. This will help avoid 
Stevens-Johnson.**

Age 2–12: 0.15–15 mg/kg/
day or maximum 300 mg 
daily (max dose is 400 mg 
daily if taking conflicting 
medications)

12 and older: 25 mg every 
other day–375 mg daily 
(max dose is 500 mg 
daily if taking conflicted 
medications)

**above doses may 
have to be increased 
or decreased for 
those patients taking 
concomitant valporate, 
carbamazepine, 
phenytoin, phenobarbital, 
or primidone**

Monotherapy dosing:

16 and older: 200– 
500 mg daily

Black Box Warning: Serious, life-threatening rashes including Stevens-
Johnson syndrome. The rate of serious rash is greater in pediatric patients 
than in adults.

Warnings and precautions: 1) May cause vomiting, infection, fever, accidental 
injury, diarrhea, abdominal pain, and tremor. Can also cause acute multi-
organ failure, withdrawal seizures, blood dyscrasias, hypersensitivity, 
and suicidal ideation. 2) Has been reported to cause false positive 
readings for phencyclidine (PCP) in some urine drug screens. 3) Some 
estrogen-containing contraceptives have been shown to decrease serum 
concentrations of lamotrigine, so dosage adjustments may be necessary. 
4) Safety and efficacy for 10–17-year-olds with bipolar disorder or 1- to 
2-year-olds for adjunct therapy for seizures was not established.

Pregnancy: No adequate or well-controlled studies in pregnant women. In 
animal studies, lamotrigine was developmentally toxic at doses lower than 
those administered clinically.

Lactation: Lamotrigine is excreted in human breast milk. Apnea, drowsiness, 
and poor sucking have been reported in milk fed infants exposed to 
lamotrigine.

Eskalith, Lithobid 
lithium carbonate/
citrate

Bipolar mania: 12 
and older

300–2,400 mg daily

Therapeutic serum 
levels: 0.6–1.2 mEq/L 
(toxic concentrations 
seen at levels greater 
than 1.5 mEq/L)

Black Box Warning: Toxicity above therapeutic serum levels.

Warnings and precautions: 1) May cause renal function impairment, polyuria, 
tremor, diarrhea, nausea, and hypothyroid. 2) Patients with significant 
renal or cardiovascular disease, severe debilitation, dehydration, or sodium 
depletion are at higher risk of toxicity.

Pregnancy: Lithium may cause fetal harm when administered to a pregnant 
woman. Data from lithium birth registries suggest an increase in cardiac 
and other abnomalies. If possible, lithium should be withdrawn for at least 
the first trimester.

Lactation: Lithium is excreted in human breast milk. It is recommended to 
try to avoid breastfeeding while on lithium.

Trileptal 
oxcarbazepine

Seizures 
(monotherapy): 
4 and older

Seizures (adjunct):

2 and older

Monotherapy:  
600–2100 mg daily 
(initiate at 8–10 mg/kg/
day)

Adjunct: 150–1,800 mg 
daily (8–60 mg/kg/day)

**Max doses are 
dependent on patient’s 
weight**

Warnings and precautions: 1) May cause hyponatremia and suicidal ideation. 
2) May decrease the effectiveness of hormonal contraceptives. 3) Dose 
adjustments necessary in those with a creatinine clearance less than 30 ml/
min.

Pregnancy: No adequate or well-controlled clinical studies in pregnant 
women. Closely related structurally to carbamazepine, which is considered 
to be teratogenic in humans. Animal studies show the potential for harm to 
the fetus as well.

Lactation: Oxcarbazepine and its active metabolite are excreted in human 
breast milk.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS◊ AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Lamictal,  
Lamictal XR 

lamotrigine

Epilepsy (adjunct): 
2 and older

Epilepsy 
(monotherapy): 
16 and older

Adjunct dosing:

**For all patients 
convenient starter 
packs are available that 
ensures that titration is 
slow. This will help avoid 
Stevens-Johnson.**

Age 2–12: 0.15–15 mg/kg/
day or maximum 300 mg 
daily (max dose is 400 mg 
daily if taking conflicting 
medications)

12 and older: 25 mg every 
other day–375 mg daily 
(max dose is 500 mg 
daily if taking conflicted 
medications)

**above doses may 
have to be increased 
or decreased for 
those patients taking 
concomitant valporate, 
carbamazepine, 
phenytoin, phenobarbital, 
or primidone**

Monotherapy dosing:

16 and older: 200– 
500 mg daily

Black Box Warning: Serious, life-threatening rashes including Stevens-
Johnson syndrome. The rate of serious rash is greater in pediatric patients 
than in adults.

Warnings and precautions: 1) May cause vomiting, infection, fever, accidental 
injury, diarrhea, abdominal pain, and tremor. Can also cause acute multi-
organ failure, withdrawal seizures, blood dyscrasias, hypersensitivity, 
and suicidal ideation. 2) Has been reported to cause false positive 
readings for phencyclidine (PCP) in some urine drug screens. 3) Some 
estrogen-containing contraceptives have been shown to decrease serum 
concentrations of lamotrigine, so dosage adjustments may be necessary. 
4) Safety and efficacy for 10–17-year-olds with bipolar disorder or 1- to 
2-year-olds for adjunct therapy for seizures was not established.

Pregnancy: No adequate or well-controlled studies in pregnant women. In 
animal studies, lamotrigine was developmentally toxic at doses lower than 
those administered clinically.

Lactation: Lamotrigine is excreted in human breast milk. Apnea, drowsiness, 
and poor sucking have been reported in milk fed infants exposed to 
lamotrigine.

Eskalith, Lithobid 
lithium carbonate/
citrate

Bipolar mania: 12 
and older

300–2,400 mg daily

Therapeutic serum 
levels: 0.6–1.2 mEq/L 
(toxic concentrations 
seen at levels greater 
than 1.5 mEq/L)

Black Box Warning: Toxicity above therapeutic serum levels.

Warnings and precautions: 1) May cause renal function impairment, polyuria, 
tremor, diarrhea, nausea, and hypothyroid. 2) Patients with significant 
renal or cardiovascular disease, severe debilitation, dehydration, or sodium 
depletion are at higher risk of toxicity.

Pregnancy: Lithium may cause fetal harm when administered to a pregnant 
woman. Data from lithium birth registries suggest an increase in cardiac 
and other abnomalies. If possible, lithium should be withdrawn for at least 
the first trimester.

Lactation: Lithium is excreted in human breast milk. It is recommended to 
try to avoid breastfeeding while on lithium.

Trileptal 
oxcarbazepine

Seizures 
(monotherapy): 
4 and older

Seizures (adjunct):

2 and older

Monotherapy:  
600–2100 mg daily 
(initiate at 8–10 mg/kg/
day)

Adjunct: 150–1,800 mg 
daily (8–60 mg/kg/day)

**Max doses are 
dependent on patient’s 
weight**

Warnings and precautions: 1) May cause hyponatremia and suicidal ideation. 
2) May decrease the effectiveness of hormonal contraceptives. 3) Dose 
adjustments necessary in those with a creatinine clearance less than 30 ml/
min.

Pregnancy: No adequate or well-controlled clinical studies in pregnant 
women. Closely related structurally to carbamazepine, which is considered 
to be teratogenic in humans. Animal studies show the potential for harm to 
the fetus as well.

Lactation: Oxcarbazepine and its active metabolite are excreted in human 
breast milk.
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TABLE 5

Mood Stabilizing  
and Anticonvulsants

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS◊ AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Topamax, Topamax 
XR topiramate

Epilepsy 
(monotherapy 
and adjunctive): 
2 and older

Migraine:  
12 and older

Monotherapy:

10 and older: 25–400 mg 
daily (for those <10, 
there are specific weight 
based maxes)

Adjunctive:

Age 2–16: 25 mg 
daily–9 mg/kg/day 
(Recommended dose: 
5–9 mg/kg/day)

17 and older:  
25–400 mg daily

25–100 mg daily 
(migraines)

Warnings and precautions: 1) Because of the bitter taste, tablets should 
not be broken. 2) Decreases the efficacy of contraceptives and can cause 
increased breakthrough bleeding.

Pregnancy: Topiramate can cause fetal harm when administered to a 
pregnant woman. Infants exposed to topiramate have an increased risk of 
cleft lip and/or palate.

Lactation: Topiramate is excreted in human breast milk. The effects of 
topiramate exposure on breastfed infants are unknown.

Trokendi XR, 
Qudexy XR

topiramate

Epilepsy 
(monotherapy and 
adjunctive therapy): 
6 and older

Monotherapy:

Ages 6–9: 25 mg–400 mg 
daily

Age 10 and older: 
50–400 mg daily

Adjunctive:

25 mg daily–9 mg/kg/day 
(Recommended dose: 
5–9 mg/kg/day)

**Max doses are 
dependent on the child’s 
weight**

Warnings and precautions: 1) Decreases the efficacy of contraceptives 
and can cause increased breakthrough bleeding. 2) Capsules have to be 
swallowed whole and may not be sprinkled on food, crushed, or chewed.

Pregnancy: Topiramate can cause fetal harm when administered to a 
pregnant woman. Infants exposed to topiramate have an increased risk of 
cleft lip and/or palate.

Lactation: Topiramate is excreted in human breast milk. The effects of 
topiramate exposure on breastfed infants are unknown.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS◊ AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Topamax, Topamax 
XR topiramate

Epilepsy 
(monotherapy 
and adjunctive): 
2 and older

Migraine:  
12 and older

Monotherapy:

10 and older: 25–400 mg 
daily (for those <10, 
there are specific weight 
based maxes)

Adjunctive:

Age 2–16: 25 mg 
daily–9 mg/kg/day 
(Recommended dose: 
5–9 mg/kg/day)

17 and older:  
25–400 mg daily

25–100 mg daily 
(migraines)

Warnings and precautions: 1) Because of the bitter taste, tablets should 
not be broken. 2) Decreases the efficacy of contraceptives and can cause 
increased breakthrough bleeding.

Pregnancy: Topiramate can cause fetal harm when administered to a 
pregnant woman. Infants exposed to topiramate have an increased risk of 
cleft lip and/or palate.

Lactation: Topiramate is excreted in human breast milk. The effects of 
topiramate exposure on breastfed infants are unknown.

Trokendi XR, 
Qudexy XR

topiramate

Epilepsy 
(monotherapy and 
adjunctive therapy): 
6 and older

Monotherapy:

Ages 6–9: 25 mg–400 mg 
daily

Age 10 and older: 
50–400 mg daily

Adjunctive:

25 mg daily–9 mg/kg/day 
(Recommended dose: 
5–9 mg/kg/day)

**Max doses are 
dependent on the child’s 
weight**

Warnings and precautions: 1) Decreases the efficacy of contraceptives 
and can cause increased breakthrough bleeding. 2) Capsules have to be 
swallowed whole and may not be sprinkled on food, crushed, or chewed.

Pregnancy: Topiramate can cause fetal harm when administered to a 
pregnant woman. Infants exposed to topiramate have an increased risk of 
cleft lip and/or palate.

Lactation: Topiramate is excreted in human breast milk. The effects of 
topiramate exposure on breastfed infants are unknown.
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TABLE 6

Anxiolytics

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Classification of buspirone: anxiolytic psychoactive drug of the azapirones 
chemical class

Warnings/precautions for all benzodiazepines: 1) Avoid abrupt withdrawal. 
These agents should be used for a limited time period, and discontinuation 
of these drugs requires tapering. 2) Benzodiazepines should be 
administered cautiously to patients with renal impairment or renal failure, 
hepatic disease, or hepatic encephalopathy. 3) Liver and renal function 
should be monitored regularly during prolonged therapy. 4) Associated 
with serious adverse events when combined with opioids, benzodiazepines, 
alcohol, or other drugs that depress the central nervous system.

Warnings in pregnancy/lactation for benzodiazepines: 1) Have been associated 
with negative outcomes in pregnant women, including teratogenicity. Use 
of benzodiazepines during pregnancy, particularly in the first trimester, 
generally increases the risk of congenital malformations and decreases 
viability. 2) Because of the potential for adverse effects in nursing 
infants—such as sedation, feeding difficulties, breathing difficulties, feeding 
difficulties, and weight loss—it is generally not recommended to breastfeed 
during use.

Xanax 

alprazolam

18 and older N/A

Buspar 

buspirone

Generalize anxiety 
disorder:  
6–17 years

7.5 mg–60 mg daily Lactation: The extent of excretion of buspirone and its metabolites into 
human milk is not known. Buspirone and its metabolites are excreted in the 
milk of lactating rats.

Librium 

chlordiazepoxide

Anxiety:  
6 and older

10–30 mg daily

Klonopin 

clonazepam

18 and older N/A

Tranxene 

clorazepate

Partial seizures: 
9–12 years

15–60 mg daily Warnings and precautions: Recommended to monitor blood count and liver 
function tests.

Valium 

diazepam

Anxiety: 6 months 
and older

1 mg to 2.5 mg, 3 or 
4 times daily initially; 
increase gradually as 
needed and tolerated

Warnings and precautions: According to the manufacturer, oral diazepam 
tablets are contraindicated in those with severe hepatic disease. In general, 
all forms of diazepam should be administered cautiously to patients with 
mild to moderate hepatic disease, cirrhosis, hepatic fibrosis, and acute or 
chronic hepatitis, because its elimination half-life can be prolonged, possibly 
resulting in toxicity.

Ativan 

lorazepam

Anxiety:  
12 and older

2–10 mg daily

Serax 

oxazepam

18 and older N/A
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Classification of buspirone: anxiolytic psychoactive drug of the azapirones 
chemical class

Warnings/precautions for all benzodiazepines: 1) Avoid abrupt withdrawal. 
These agents should be used for a limited time period, and discontinuation 
of these drugs requires tapering. 2) Benzodiazepines should be 
administered cautiously to patients with renal impairment or renal failure, 
hepatic disease, or hepatic encephalopathy. 3) Liver and renal function 
should be monitored regularly during prolonged therapy. 4) Associated 
with serious adverse events when combined with opioids, benzodiazepines, 
alcohol, or other drugs that depress the central nervous system.

Warnings in pregnancy/lactation for benzodiazepines: 1) Have been associated 
with negative outcomes in pregnant women, including teratogenicity. Use 
of benzodiazepines during pregnancy, particularly in the first trimester, 
generally increases the risk of congenital malformations and decreases 
viability. 2) Because of the potential for adverse effects in nursing 
infants—such as sedation, feeding difficulties, breathing difficulties, feeding 
difficulties, and weight loss—it is generally not recommended to breastfeed 
during use.

Xanax 

alprazolam

18 and older N/A

Buspar 

buspirone

Generalize anxiety 
disorder:  
6–17 years

7.5 mg–60 mg daily Lactation: The extent of excretion of buspirone and its metabolites into 
human milk is not known. Buspirone and its metabolites are excreted in the 
milk of lactating rats.

Librium 

chlordiazepoxide

Anxiety:  
6 and older

10–30 mg daily

Klonopin 

clonazepam

18 and older N/A

Tranxene 

clorazepate

Partial seizures: 
9–12 years

15–60 mg daily Warnings and precautions: Recommended to monitor blood count and liver 
function tests.

Valium 

diazepam

Anxiety: 6 months 
and older

1 mg to 2.5 mg, 3 or 
4 times daily initially; 
increase gradually as 
needed and tolerated

Warnings and precautions: According to the manufacturer, oral diazepam 
tablets are contraindicated in those with severe hepatic disease. In general, 
all forms of diazepam should be administered cautiously to patients with 
mild to moderate hepatic disease, cirrhosis, hepatic fibrosis, and acute or 
chronic hepatitis, because its elimination half-life can be prolonged, possibly 
resulting in toxicity.

Ativan 

lorazepam

Anxiety:  
12 and older

2–10 mg daily

Serax 

oxazepam

18 and older N/A
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TABLE 7

ADHD Medications

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Drugs below are stimulants, except atomoxetine, clonidine,  
and guanfacine
Classification of nonstimulant drugs: (1) atomoxetine is a selective 
norepinephrine reuptake inhibitor, or NRI; (2) clonidine and (3) guanfacine 
are classified as alpha-2 receptor agonists.

Black Box Warning for all stimulants: Abuse potential. Risk of sudden death 
and serious cardiovascular events.

Warnings/precautions for all stimulants: May cause sudden death in those with 
preexisting structural cardiac abnormalities or serious heart problems. 
May cause hypertension, psychiatric adverse events, and possible growth 
suppression.

Warnings for all amphetamines: Infants born to mothers dependent on 
amphetamines have an increased risk of premature delivery and low 
birth weight. These infants may experience symptoms of withdrawal as 
demonstrated by dysphoria, agitation, and significant fatigue.

Evekeo 

amphetamine sulfate

ADHD: 3 and older

Narcolepsy:  
6 and older

Exogenous obesity: 
12 and older

2.5–40 mg daily (ADHD)

5–60 mg daily 
(Narcolepsy)

Up to 30 mg daily  
(take in divided doses) 
30–60 minutes before 
meals (exogenous 
obesity)

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.

Adzenys XR

amphetamine 
extended release

ADHD: 6 and older Ages 6–12: 6.3–18.8 mg 
daily

Ages 13 and older: 
6.3–12.5 mg daily

Warnings and precautions: 1) Adzenys XR is the first amphetamine extended 
release orally disintegrating tablet. 2) Do not substitute for other 
amphetamine products on a mg/mg basis.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Dyanavel XR 

amphetamine 
extended release

ADHD: 6 and older 2.5–20 mg daily Warnings and precautions: 1) Liquid solution that needs to be shaken prior to 
use. 2) Do not substitute for other amphetamine products on a mg/mg basis

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Adderall 

Mixed amphetamine 
salts

ADHD: 3 and older 
Narcolepsy: 6 and 
older

2.5–40 mg daily 
(ADHD) 5–60 mg daily 
(Narcolepsy)

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Adderall XR 

Mixed amphetamine 
salts extended release

ADHD: 6 and older Ages 6–12: 10–30 mg 
daily

Ages 13 and older:  
10–20 mg daily

Warnings and precautions: Capsule may be opened and sprinkled on soft foods.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Strattera 
atomoxetine

ADHD: 6 and older Up to 70 kg: 0.5–1.4 mg/kg  
(lesser of 1.4 mg/kg  
or 100 mg)

Over 70 kg:  
40–100 mg daily

Black Box Warning: Increased risk of suicidal ideation in children or adolescents.

Warnings and precautions: 1) Do not open capsule; must be swallowed 
whole. 2) May cause liver injury, adverse psychiatric events, increase blood 
pressure and heart rate, and serious cardiovascular events, including 
sudden death, particularly in those with preexisting structural cardiac 
abnormalities or serious heart problems.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known if atomoxetine is excreted in human breast milk. 
Atomoxetine and/or its metabolites are excreted in the breast milk of rats.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Drugs below are stimulants, except atomoxetine, clonidine,  
and guanfacine
Classification of nonstimulant drugs: (1) atomoxetine is a selective 
norepinephrine reuptake inhibitor, or NRI; (2) clonidine and (3) guanfacine 
are classified as alpha-2 receptor agonists.

Black Box Warning for all stimulants: Abuse potential. Risk of sudden death 
and serious cardiovascular events.

Warnings/precautions for all stimulants: May cause sudden death in those with 
preexisting structural cardiac abnormalities or serious heart problems. 
May cause hypertension, psychiatric adverse events, and possible growth 
suppression.

Warnings for all amphetamines: Infants born to mothers dependent on 
amphetamines have an increased risk of premature delivery and low 
birth weight. These infants may experience symptoms of withdrawal as 
demonstrated by dysphoria, agitation, and significant fatigue.

Evekeo 

amphetamine sulfate

ADHD: 3 and older

Narcolepsy:  
6 and older

Exogenous obesity: 
12 and older

2.5–40 mg daily (ADHD)

5–60 mg daily 
(Narcolepsy)

Up to 30 mg daily  
(take in divided doses) 
30–60 minutes before 
meals (exogenous 
obesity)

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.

Adzenys XR

amphetamine 
extended release

ADHD: 6 and older Ages 6–12: 6.3–18.8 mg 
daily

Ages 13 and older: 
6.3–12.5 mg daily

Warnings and precautions: 1) Adzenys XR is the first amphetamine extended 
release orally disintegrating tablet. 2) Do not substitute for other 
amphetamine products on a mg/mg basis.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Dyanavel XR 

amphetamine 
extended release

ADHD: 6 and older 2.5–20 mg daily Warnings and precautions: 1) Liquid solution that needs to be shaken prior to 
use. 2) Do not substitute for other amphetamine products on a mg/mg basis

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Adderall 

Mixed amphetamine 
salts

ADHD: 3 and older 
Narcolepsy: 6 and 
older

2.5–40 mg daily 
(ADHD) 5–60 mg daily 
(Narcolepsy)

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Adderall XR 

Mixed amphetamine 
salts extended release

ADHD: 6 and older Ages 6–12: 10–30 mg 
daily

Ages 13 and older:  
10–20 mg daily

Warnings and precautions: Capsule may be opened and sprinkled on soft foods.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Strattera 
atomoxetine

ADHD: 6 and older Up to 70 kg: 0.5–1.4 mg/kg  
(lesser of 1.4 mg/kg  
or 100 mg)

Over 70 kg:  
40–100 mg daily

Black Box Warning: Increased risk of suicidal ideation in children or adolescents.

Warnings and precautions: 1) Do not open capsule; must be swallowed 
whole. 2) May cause liver injury, adverse psychiatric events, increase blood 
pressure and heart rate, and serious cardiovascular events, including 
sudden death, particularly in those with preexisting structural cardiac 
abnormalities or serious heart problems.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known if atomoxetine is excreted in human breast milk. 
Atomoxetine and/or its metabolites are excreted in the breast milk of rats.
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TABLE 7

ADHD Medications

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Kapvay 

clonidine extended 
release (ER)

ADHD 
(monotherapy 
or adjunct to 
stimulants): 6–17

0.1–0.4 mg daily Warnings and precautions: 1) Can lower blood pressure and cause sedation. 
2) Do not crush, chew, or break tablets before swallowing. 3) Do not 
administer with high-fat meals due to increased exposure. 4) May not see 
effects until 4–6 weeks. 5) To avoid rebound hypertension, do not abruptly 
discontinue. 6) Immediate-release forms of clonidine (Catapres) are not 
FDA approved for use in children.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: Clonidine is excreted in human breast milk.
Focalin 

dexmethylphenidate

ADHD: 6–17 5–20 mg daily Pregnancy: Limited human data. Based on animal data, may cause fetal harm.

Lactation: It is not known whether dexmethylphenidate is excreted in 
human breast milk.

Focalin XR 

dexmethylphenidate 
extended release

ADHD: 6 and older 5–30 mg daily Warnings and precautions: 1) Capsule contents can be sprinkled on 
applesauce and swallowed whole. 2) Capsule should not be crushed, 
chewed, or divided.

Pregnancy: Limited human data. Based on animal data, may cause fetal harm.

Lactation: It is not known whether dexmethylphenidate is excreted in 
human breast milk.

Dexedrine, 
ProCentra Oral 
Solution, Zenzedi, 
DextroStat 

dextroamphetamine

ADHD: 3 and older 
Narcolepsy:  
6 and older

2.5–40 mg daily (ADHD)

5–60 mg daily 
(narcolepsy)

Warnings and precautions: Extended release spanules can be used once a 
day when appropriate, tablets need to be given multiple times per day at 
intervals of 4–6 hours.

Pregnancy: No adequate or well controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Intuniv 

guanfacine extended 
release

ADHD 
(monotherapy 
and adjunct to 
stimulants):  
6 and older

Ages 6–12: 1–4 mg daily 
(lesser of 0.12 mg/kg or 
4 mg daily)

Ages 13–17: 1–7 mg daily

**max dose depends on 
weight of child**

Warnings and precautions: 1) Sedation, somnolence, and fatigue are common 
and tend to decline over time. 2) Do not crush, chew, or break tablets. 
3) Do not administer with high fat meal. 4) Do not discontinue abruptly. 
5) Dosage adjustments necessary if used with strong 3A4 inhibitors 
or inducers. 6) Immediate release guanfacine/Tenex is approved for 
hypertension only in patients 12 and older.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known whether guanfacine is excreted in human breast 
milk; however, it is excreted in rat milk.

Vyvanse 

lisdexamfetamine 
dimesylate

ADHD: 6–17 30–70 mg daily Additional Information: 1) Dosage adjustments needed for renal 
impairment. 2) Capsules can be opened and mixed in yogurt, water,  
or orange juice. The contents should be mixed until completely dispersed, 
and the entire mixture should be consumed immediately.

Pregnancy: Limited available data from published literature and post-
marketing reports are not sufficient to inform a drug-associated risk  
for birth defects and miscarriage.

Lactation: Amphetamines are present in human breast milk.
Desoxyn 

methamphetamine

ADHD: 6 and older

Obesity (short 
term): 12 and older

5–25 mg daily

5 mg thirty minutes 
before each meal; 
treatment should not 
exceed a few weeks.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Kapvay 

clonidine extended 
release (ER)

ADHD 
(monotherapy 
or adjunct to 
stimulants): 6–17

0.1–0.4 mg daily Warnings and precautions: 1) Can lower blood pressure and cause sedation. 
2) Do not crush, chew, or break tablets before swallowing. 3) Do not 
administer with high-fat meals due to increased exposure. 4) May not see 
effects until 4–6 weeks. 5) To avoid rebound hypertension, do not abruptly 
discontinue. 6) Immediate-release forms of clonidine (Catapres) are not 
FDA approved for use in children.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: Clonidine is excreted in human breast milk.
Focalin 

dexmethylphenidate

ADHD: 6–17 5–20 mg daily Pregnancy: Limited human data. Based on animal data, may cause fetal harm.

Lactation: It is not known whether dexmethylphenidate is excreted in 
human breast milk.

Focalin XR 

dexmethylphenidate 
extended release

ADHD: 6 and older 5–30 mg daily Warnings and precautions: 1) Capsule contents can be sprinkled on 
applesauce and swallowed whole. 2) Capsule should not be crushed, 
chewed, or divided.

Pregnancy: Limited human data. Based on animal data, may cause fetal harm.

Lactation: It is not known whether dexmethylphenidate is excreted in 
human breast milk.

Dexedrine, 
ProCentra Oral 
Solution, Zenzedi, 
DextroStat 

dextroamphetamine

ADHD: 3 and older 
Narcolepsy:  
6 and older

2.5–40 mg daily (ADHD)

5–60 mg daily 
(narcolepsy)

Warnings and precautions: Extended release spanules can be used once a 
day when appropriate, tablets need to be given multiple times per day at 
intervals of 4–6 hours.

Pregnancy: No adequate or well controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
Intuniv 

guanfacine extended 
release

ADHD 
(monotherapy 
and adjunct to 
stimulants):  
6 and older

Ages 6–12: 1–4 mg daily 
(lesser of 0.12 mg/kg or 
4 mg daily)

Ages 13–17: 1–7 mg daily

**max dose depends on 
weight of child**

Warnings and precautions: 1) Sedation, somnolence, and fatigue are common 
and tend to decline over time. 2) Do not crush, chew, or break tablets. 
3) Do not administer with high fat meal. 4) Do not discontinue abruptly. 
5) Dosage adjustments necessary if used with strong 3A4 inhibitors 
or inducers. 6) Immediate release guanfacine/Tenex is approved for 
hypertension only in patients 12 and older.

Pregnancy: No adequate or well-controlled studies in pregnant women.

Lactation: It is not known whether guanfacine is excreted in human breast 
milk; however, it is excreted in rat milk.

Vyvanse 

lisdexamfetamine 
dimesylate

ADHD: 6–17 30–70 mg daily Additional Information: 1) Dosage adjustments needed for renal 
impairment. 2) Capsules can be opened and mixed in yogurt, water,  
or orange juice. The contents should be mixed until completely dispersed, 
and the entire mixture should be consumed immediately.

Pregnancy: Limited available data from published literature and post-
marketing reports are not sufficient to inform a drug-associated risk  
for birth defects and miscarriage.

Lactation: Amphetamines are present in human breast milk.
Desoxyn 

methamphetamine

ADHD: 6 and older

Obesity (short 
term): 12 and older

5–25 mg daily

5 mg thirty minutes 
before each meal; 
treatment should not 
exceed a few weeks.

Pregnancy: No adequate or well-controlled studies in pregnant women. 
Based on animal data, may cause fetal harm.

Lactation: Amphetamines are excreted in human breast milk.
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TABLE 7

ADHD Medications

DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Ritalin, Methylin 

methylphenidate

ADHD: 6 and older 10–60 mg daily Warnings and precautions: Methylin is a chewable tablet. It should be taken 
with at least 8 ounces of water or other fluid to prevent choking.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Methylin ER, 
Metadate ER, Ritalin 
SR, Aptensio XR

methylphenidate 
extended release

ADHD: 6 and older 10–60 mg daily Warnings and precautions: 1) Aptensio XR capsules can be opened and the 
contents can be sprinkled over a spoonful of applesauce. This mixture 
should be consumed in its entirety. 2) Ritalin SR tablets must be swallowed 
whole and never crushed or chewed.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Ritalin LA, Metadate 
CD, QuilliChew ER, 
Quillivant XR

methylphenidate 
extended release

ADHD: 6 and older 20–60 mg daily Warnings and precautions: 1) Ritalin LA and Metadate CD capsules can be 
opened and the contents can be sprinkled over a spoonful of applesauce. 
This mixture should be consumed in its entirety. 2) QuilliChew ER is 
the first once-daily long-lasting methylphenidate chewable tablet. It can 
be broken in half. 3) Quillivant XR is the first once-daily long-lasting 
methylphenidate liquid. It needs to be shaken vigorously for at least 
10 seconds before use.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Concerta 

methylphenidate long 
acting

ADHD: 6 and older Ages 6–12: 18–54 mg daily

Ages 13–17: 18–72 mg 
daily (not to exceed 
2 mg/kg/day)

Warnings and precautions: Should be swallowed whole and not chewed  
or crushed.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Daytrana
methylphenidate 
patch

ADHD: 6–17 10–30 mg daily Warnings and precautions: Should be applied to the hip area two hours before 
an effect is needed and removed nine hours after application (alternate hips).

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Sources: (1) Mental Health Medications. National Institutes of Mental Health US Department 
of Health and Human Services National Institutes of Health. [http://www.nimh.nih.gov/health/
publications/mental-health-medications/index.shtml] December 12, 2012. (2) Vitiello B. Principles 
in using psychotropic medication in children and adolescents. In Rey JM (ed), IACAPAP e-Textbook 
of Child and Adolescent Mental Health. Geneva: International Association for Child and Adolescent 
Psychiatry and Allied Professions 2012. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed.). Arlington VA: American Psychiatric Publishing, Inc.

 (4) Epocrates Online [https://online.epocrates.com/u/1000/Drugs?ICID=search-drugs] San 
Mateo CA. December 12, 2012. (5) Texas Department of Family and Protective Services and 
the University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization 
Parameters for Foster Children. December 2010. (6) Thioridazine Official FDA information, side 
effects and usage, [www.drugs.com/pro/thioridazine.html] December 12, 2012. (7) Children’s 
Mental Health. Concerns Remain about Appropriate Services for Children in Medicaid and Foster 
Care. GOA Highlights. GAO-13–15, Washington, D.C
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DRUG  
BRAND NAME/ 
GENERIC NAME

FDA APPROVED
AGE/INDICATION

PEDIATRIC DOSAGE/SERUM 
LEVEL WHEN APPLICABLE

BLACK BOX WARNINGS/WARNINGS AND  
PRECAUTIONS/ADDITIONAL INFORMATION

Ritalin, Methylin 

methylphenidate

ADHD: 6 and older 10–60 mg daily Warnings and precautions: Methylin is a chewable tablet. It should be taken 
with at least 8 ounces of water or other fluid to prevent choking.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Methylin ER, 
Metadate ER, Ritalin 
SR, Aptensio XR

methylphenidate 
extended release

ADHD: 6 and older 10–60 mg daily Warnings and precautions: 1) Aptensio XR capsules can be opened and the 
contents can be sprinkled over a spoonful of applesauce. This mixture 
should be consumed in its entirety. 2) Ritalin SR tablets must be swallowed 
whole and never crushed or chewed.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Ritalin LA, Metadate 
CD, QuilliChew ER, 
Quillivant XR

methylphenidate 
extended release

ADHD: 6 and older 20–60 mg daily Warnings and precautions: 1) Ritalin LA and Metadate CD capsules can be 
opened and the contents can be sprinkled over a spoonful of applesauce. 
This mixture should be consumed in its entirety. 2) QuilliChew ER is 
the first once-daily long-lasting methylphenidate chewable tablet. It can 
be broken in half. 3) Quillivant XR is the first once-daily long-lasting 
methylphenidate liquid. It needs to be shaken vigorously for at least 
10 seconds before use.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Concerta 

methylphenidate long 
acting

ADHD: 6 and older Ages 6–12: 18–54 mg daily

Ages 13–17: 18–72 mg 
daily (not to exceed 
2 mg/kg/day)

Warnings and precautions: Should be swallowed whole and not chewed  
or crushed.

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Daytrana
methylphenidate 
patch

ADHD: 6–17 10–30 mg daily Warnings and precautions: Should be applied to the hip area two hours before 
an effect is needed and removed nine hours after application (alternate hips).

Pregnancy: There are limited published studies and small case series that 
report on the use of methylphenidate in pregnant women; however, the 
data are insufficient to inform any drug associated risks.

Lactation: Limited published literature reports that methylphenidate  
is present in human breast milk.

Sources: (1) Mental Health Medications. National Institutes of Mental Health US Department 
of Health and Human Services National Institutes of Health. [http://www.nimh.nih.gov/health/
publications/mental-health-medications/index.shtml] December 12, 2012. (2) Vitiello B. Principles 
in using psychotropic medication in children and adolescents. In Rey JM (ed), IACAPAP e-Textbook 
of Child and Adolescent Mental Health. Geneva: International Association for Child and Adolescent 
Psychiatry and Allied Professions 2012. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed.). Arlington VA: American Psychiatric Publishing, Inc.

 (4) Epocrates Online [https://online.epocrates.com/u/1000/Drugs?ICID=search-drugs] San 
Mateo CA. December 12, 2012. (5) Texas Department of Family and Protective Services and 
the University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization 
Parameters for Foster Children. December 2010. (6) Thioridazine Official FDA information, side 
effects and usage, [www.drugs.com/pro/thioridazine.html] December 12, 2012. (7) Children’s 
Mental Health. Concerns Remain about Appropriate Services for Children in Medicaid and Foster 
Care. GOA Highlights. GAO-13–15, Washington, D.C
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TABLE 8

Psychotropic Drugs: Side Effects 
and Teratogenic Risks

CLASS OF DRUGS TYPICAL SIDE EFFECTS POSSIBLE TERATOGENIC RISK
Antipsychotic 
Medications

Akathisia and dystonic reactions are seen in children 
treated with SGAs, but risk of tardive dyskinesia is 
small compared to FGAs.

Weight gain is a significant problem with SGAs. 
Other side effects: constipation, dry mouth, 
dizziness.

Sedation/cognitive blunting may occur with FGAs 
and SGAs.

Adolescent males at much greater risk for dystonic 
reactions than adults.

Significant drop in neutrophils and increased risk of 
seizures with clozapine (should be used as treatment 
of last resort).

FGAs: Rare anomalies, fetal jaundice, fetal anticholinergic effects at birth.
SGAs: Gestational diabetes, large birthweight.

Antidepressant 
Medications

TCAs: May cause significant slowing of cardiac 
conduction (PR interval over 0.20 msec, QRS 
interval over 0.12 msec) may require lowering dose. 
Cardiac long QT syndrome may be mechanism 
responsible for 4 cases of reported sudden death 
in children. Other effects: dry mouth, urinary 
retention, sedation, constipation, weight gain and 
hypotension.

TCAs: Fetal tachycardia, fetal withdrawal, fetal anticholinergic effects, 
urinary retention, bowel obstruction.

In addition to strict dietary restrictions with MAOIs: 
Daytime sleepiness, dizziness, lightheadedness, 
low blood pressure, difficulty urinating, dry mouth, 
altered sense of taste, nervousness, muscle aches, 
insomnia and weight gain.

MAOIs: Rare fetal malformations: rarely used in pregnancy due to 
hypertension.

Safety/side effect profiles of SSRIs are superior to 
those of TCAs. Other SSRI side effects: insomnia, 
sedation, appetite changes (up or down), nausea, dry 
mouth, headache, sexual dysfunction, Treatment-
emergent akathisia from SSRIs may be more evident 
in pediatric depression associated with bipolar 
disorder and greater suicide risk.

SSRIs: Perinatal and cardiovascular complications, spontaneous abortions. 
Potential premature delivery and neonatal persistent pulmonary 
hypertension (PPHN).

Side effects and other concerns with SNRIs: nausea, 
insomnia, sedation, sexual dysfunction, sweating, 
hypertension, and discontinuation syndrome.

SNRIs: Potential premature delivery. Clinical outcome data sparse 
compared to SSRIs or TCAs.

Bupropion (aminoketone class) common side effects: 
headache, agitation, restless insomnia, weight loss, 
anorexia, sweating, tremor, and hypertension.

Bupropion: Risks unknown, but not recommended over SSRIs in pregnancy.

Mood 
Stabilizing and 
Anticonvulsant 
Medications

Lithium common reactions: tremor, polyuria, 
polydipsia, weight gain, diarrhea, vomiting, 
drowsiness, cognitive impairment, muscle weakness, 
impaired coordination, anorexia, nausea, blurred 
vision, xerostomia, fatigue, alopecia, reversible 
leukocytosis, acne, and edema.

Lithium: Associated with increase in birth defects including cardiac 
anomalies (esp. Ebstein’s anomaly) and behavioral effects.

Valproate: Children younger than 2 yrs. are at 
greatest risk for hepatotoxicity. Common reactions: 
headache, nausea/vomiting, loss of muscle strength, 
somnolence, thrombocytopenia, dyspepsia, 
dizziness, diarrhea, abdominal pain, tremor.

Valproate: Neural tube defects (i.e., rate 6–20%); high rates of mental 
retardation and lower IQ measures.

Carbamazepine: May cause dizziness, drowsiness, 
unsteadiness, impaired coordination, nausea/
vomiting, blurred vision, nystagmus, rash, confusion.

Carbamazepine: Neural tube defects, minor anomalies.
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CLASS OF DRUGS TYPICAL SIDE EFFECTS POSSIBLE TERATOGENIC RISK
Antipsychotic 
Medications

Akathisia and dystonic reactions are seen in children 
treated with SGAs, but risk of tardive dyskinesia is 
small compared to FGAs.

Weight gain is a significant problem with SGAs. 
Other side effects: constipation, dry mouth, 
dizziness.

Sedation/cognitive blunting may occur with FGAs 
and SGAs.

Adolescent males at much greater risk for dystonic 
reactions than adults.

Significant drop in neutrophils and increased risk of 
seizures with clozapine (should be used as treatment 
of last resort).

FGAs: Rare anomalies, fetal jaundice, fetal anticholinergic effects at birth.
SGAs: Gestational diabetes, large birthweight.

Antidepressant 
Medications

TCAs: May cause significant slowing of cardiac 
conduction (PR interval over 0.20 msec, QRS 
interval over 0.12 msec) may require lowering dose. 
Cardiac long QT syndrome may be mechanism 
responsible for 4 cases of reported sudden death 
in children. Other effects: dry mouth, urinary 
retention, sedation, constipation, weight gain and 
hypotension.

TCAs: Fetal tachycardia, fetal withdrawal, fetal anticholinergic effects, 
urinary retention, bowel obstruction.

In addition to strict dietary restrictions with MAOIs: 
Daytime sleepiness, dizziness, lightheadedness, 
low blood pressure, difficulty urinating, dry mouth, 
altered sense of taste, nervousness, muscle aches, 
insomnia and weight gain.

MAOIs: Rare fetal malformations: rarely used in pregnancy due to 
hypertension.

Safety/side effect profiles of SSRIs are superior to 
those of TCAs. Other SSRI side effects: insomnia, 
sedation, appetite changes (up or down), nausea, dry 
mouth, headache, sexual dysfunction, Treatment-
emergent akathisia from SSRIs may be more evident 
in pediatric depression associated with bipolar 
disorder and greater suicide risk.

SSRIs: Perinatal and cardiovascular complications, spontaneous abortions. 
Potential premature delivery and neonatal persistent pulmonary 
hypertension (PPHN).

Side effects and other concerns with SNRIs: nausea, 
insomnia, sedation, sexual dysfunction, sweating, 
hypertension, and discontinuation syndrome.

SNRIs: Potential premature delivery. Clinical outcome data sparse 
compared to SSRIs or TCAs.

Bupropion (aminoketone class) common side effects: 
headache, agitation, restless insomnia, weight loss, 
anorexia, sweating, tremor, and hypertension.

Bupropion: Risks unknown, but not recommended over SSRIs in pregnancy.

Mood 
Stabilizing and 
Anticonvulsant 
Medications

Lithium common reactions: tremor, polyuria, 
polydipsia, weight gain, diarrhea, vomiting, 
drowsiness, cognitive impairment, muscle weakness, 
impaired coordination, anorexia, nausea, blurred 
vision, xerostomia, fatigue, alopecia, reversible 
leukocytosis, acne, and edema.

Lithium: Associated with increase in birth defects including cardiac 
anomalies (esp. Ebstein’s anomaly) and behavioral effects.

Valproate: Children younger than 2 yrs. are at 
greatest risk for hepatotoxicity. Common reactions: 
headache, nausea/vomiting, loss of muscle strength, 
somnolence, thrombocytopenia, dyspepsia, 
dizziness, diarrhea, abdominal pain, tremor.

Valproate: Neural tube defects (i.e., rate 6–20%); high rates of mental 
retardation and lower IQ measures.

Carbamazepine: May cause dizziness, drowsiness, 
unsteadiness, impaired coordination, nausea/
vomiting, blurred vision, nystagmus, rash, confusion.

Carbamazepine: Neural tube defects, minor anomalies.

Child & Adolescent Dosing.indd   49 05-02-2018   14:13:52



50 Dosing and Monitoring: Children and Adolescents

TABLE 8

Psychotropic Drugs: Side Effects 
and Teratogenic Risks

CLASS OF DRUGS TYPICAL SIDE EFFECTS POSSIBLE TERATOGENIC RISK
Mood 
Stabilizing and 
Anticonvulsant 
Medications 
(continued)

Oxcarbazepine: May cause dizziness, somnolence, 
diplopia, visual changes, fatigue, headache, nausea, 
vomiting, and ataxia.

Oxcarbazepine: Unknown.

Lamotrigine: Children are at greater risk for rash 
than adults. May cause nausea, vomiting, dizziness, 
vertigo, visual disturbance, somnolence, ataxy, 
pruritus/rash, headache, pharyngitis, rhinitis, 
diarrhea, fever, loss of muscle strength.

Lamotrigine: Unknown but there appears to be a high rate of cleft lip and 
palate (i.e., 4–9/1,000).

Gabapentin: May cause dizziness, somnolence, 
ataxia, fatigue, peripheral edema, nystagmus, nausea, 
vomiting, and viral infection.

Gabapentin/pregabalin: Unknown.

Pregabalin: May cause dizziness, somnolence, 
xerostomia, peripheral edema, blurred vision, weight 
gain, abnormal thinking, constipation, impaired 
coordination, pain, decreased platelets.

Antianxiety 
Medications

Benzodiazepines (BZDs): If used for daytime anxiety, 
can increase activity and produce or aggravate 
behavior disorders (particularly in ADHD). 
Drugs cause tolerance and physical/psychological 
dependence. May cause somnambulism and amnesia. 
Other side effects include psychomotor retardation, 
memory impairment, paradoxical disinhibition (i.e., 
increased excitement, irritability, aggression, hostility 
and impulsivity), depression and emotional blunting.

Sedative antihistamines may have some antianxiety 
or hypnotic ability. Prolonged used of these agents 
may lead to anticholinergic side effects and cognitive 
impairment.

Buspirone can cause drowsiness, dizziness, impaired 
concentration, nausea, and headache. Depression, 
hostility and akathisia, dystonia, tardive dyskinesia, 
and EPS can occur.

BZDs: “Floppy baby,” withdrawal, increased risk of cleft lip or palate.

Hypnotic BZDs: Decreased intrauterine growth.

Buspirone: Unknown.

*Note: Risk Categories: A: Controlled studies show no risk to humans. B: No evidence of risk  
in humans, but adequate human studies may not have been performed. C: Risk cannot be ruled  
out. D: Positive evidence or risk to humans; risk may be outweighed by potential benefit.  
X: Contraindicated in pregnancy.
Sources: (1) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of Clinical Psychopharmacology. 
(7th ed.). Arlington VA: American Psychiatric Publishing, Inc. (2) Hilt RJ. Monitoring Psychiatric 
Medications in Children. Pediatric Annals. April 2012, Volume 41, Issue 4:157–163. (3) Solchany J. 
Psychotropic Medication and Children in Foster Care: Tips for Advocates and Judges. Practice and 
Policy Brief, American Bar Association Center on Children and the Law. October 2011. 

(4) FDA Alerts [7/2006]: Increased Risk of Neonatal Persistent Pulmonary Hypertension. Information 
for Healthcare Professionals: Paroxetine (Marketed as Paxil). Accessed website on February 20, 2013 
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
DrugSafetyInformationforHeathcareProfessionals/ucm084319.htm (5) Yonkers KA, Wisner KL, 
Stewart DE, Oberlander TF, Dell DL, Stotland N, Ramine S, Chaudron L, Lockwood C. The 
Management of Depression During Pregnancy: A Report from the American Psychiatric Association 
and the American College of Obstetricians and Gynecologists. Focus, Winter 2012, Vol. X, No. 1.
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CLASS OF DRUGS TYPICAL SIDE EFFECTS POSSIBLE TERATOGENIC RISK
Mood 
Stabilizing and 
Anticonvulsant 
Medications 
(continued)

Oxcarbazepine: May cause dizziness, somnolence, 
diplopia, visual changes, fatigue, headache, nausea, 
vomiting, and ataxia.

Oxcarbazepine: Unknown.

Lamotrigine: Children are at greater risk for rash 
than adults. May cause nausea, vomiting, dizziness, 
vertigo, visual disturbance, somnolence, ataxy, 
pruritus/rash, headache, pharyngitis, rhinitis, 
diarrhea, fever, loss of muscle strength.

Lamotrigine: Unknown but there appears to be a high rate of cleft lip and 
palate (i.e., 4–9/1,000).

Gabapentin: May cause dizziness, somnolence, 
ataxia, fatigue, peripheral edema, nystagmus, nausea, 
vomiting, and viral infection.

Gabapentin/pregabalin: Unknown.

Pregabalin: May cause dizziness, somnolence, 
xerostomia, peripheral edema, blurred vision, weight 
gain, abnormal thinking, constipation, impaired 
coordination, pain, decreased platelets.

Antianxiety 
Medications

Benzodiazepines (BZDs): If used for daytime anxiety, 
can increase activity and produce or aggravate 
behavior disorders (particularly in ADHD). 
Drugs cause tolerance and physical/psychological 
dependence. May cause somnambulism and amnesia. 
Other side effects include psychomotor retardation, 
memory impairment, paradoxical disinhibition (i.e., 
increased excitement, irritability, aggression, hostility 
and impulsivity), depression and emotional blunting.

Sedative antihistamines may have some antianxiety 
or hypnotic ability. Prolonged used of these agents 
may lead to anticholinergic side effects and cognitive 
impairment.

Buspirone can cause drowsiness, dizziness, impaired 
concentration, nausea, and headache. Depression, 
hostility and akathisia, dystonia, tardive dyskinesia, 
and EPS can occur.

BZDs: “Floppy baby,” withdrawal, increased risk of cleft lip or palate.

Hypnotic BZDs: Decreased intrauterine growth.

Buspirone: Unknown.

*Note: Risk Categories: A: Controlled studies show no risk to humans. B: No evidence of risk  
in humans, but adequate human studies may not have been performed. C: Risk cannot be ruled  
out. D: Positive evidence or risk to humans; risk may be outweighed by potential benefit.  
X: Contraindicated in pregnancy.
Sources: (1) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of Clinical Psychopharmacology. 
(7th ed.). Arlington VA: American Psychiatric Publishing, Inc. (2) Hilt RJ. Monitoring Psychiatric 
Medications in Children. Pediatric Annals. April 2012, Volume 41, Issue 4:157–163. (3) Solchany J. 
Psychotropic Medication and Children in Foster Care: Tips for Advocates and Judges. Practice and 
Policy Brief, American Bar Association Center on Children and the Law. October 2011. 

(4) FDA Alerts [7/2006]: Increased Risk of Neonatal Persistent Pulmonary Hypertension. Information 
for Healthcare Professionals: Paroxetine (Marketed as Paxil). Accessed website on February 20, 2013 
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
DrugSafetyInformationforHeathcareProfessionals/ucm084319.htm (5) Yonkers KA, Wisner KL, 
Stewart DE, Oberlander TF, Dell DL, Stotland N, Ramine S, Chaudron L, Lockwood C. The 
Management of Depression During Pregnancy: A Report from the American Psychiatric Association 
and the American College of Obstetricians and Gynecologists. Focus, Winter 2012, Vol. X, No. 1.
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TABLE 9

Atypical Antipsychotics

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Atypical 
Antipsychotic 
Medications

 1. Height and weight, BMI.
 2. Labs: fasting blood sugar, A1C, fasting 

triglyceride/cholesterol.
 3. Screen for dyskinesia movements.
 4. Labs: CBC with differential values (diff).
 5. Blood Pressure/pulse.
 6. Cardiac history.
 7. Determine if treatment is responsive.
 8. Pregnancy testing
 9. Consider getting prolactin levels  

when using risperidone.
10. For Clozapine, Lower ANC threshold for 

initiation, Test for myocarditis, Consider ECG 
for for cardiomyopathy.

1. At baseline and at each follow-up visit (at least every 6 months).
2. At least every 6 months.
3. At least every 6 months.
4. Once every 2–3 months after start of drug.
5. At least once after start of drug.
6. At baseline and obtain ECG if in doubt about risk from a mild QT 

increase.
7. Repeat disorder-specific rating scales(s) until remission is achieved. 

Increase at 4–6 week intervals if insufficient drug benefit.
8. Test myocarditis forst six weeks, ECG annually.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.

TABLE 10

Antidepressants (SSRIs)

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Antidepressant 
(SSRI) 
Medications

1. Blood pressure monitoring.
2. Assess for suicidal thinking/behaviors, clinical 

worsening or other changes in behaviors.
3. Inquire about activation symptoms.
5. Inquire about bleeding/bruising.
5. Measure height and weight.
6. Determine treatment response.
7. Pregnancy testing.

1. Prior to treatment and with dose titration.
2. Baseline and as clinically indicated.
3. Ongoing—usually around week 2, weeks 4–6, and other visits.
4. Screen for new irritability or agitation around week 2 and weeks 4–6.
5. At least once after treatment begins.
6. At baseline and each F/U visit, at least every 6 months.
7. Repeat disorder-specific rating scales(s) until remission is achieved. 

Increase at 4–6 week intervals if insufficient drug benefit.
8. As clinically indicated.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.
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CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Atypical 
Antipsychotic 
Medications

 1. Height and weight, BMI.
 2. Labs: fasting blood sugar, A1C, fasting 

triglyceride/cholesterol.
 3. Screen for dyskinesia movements.
 4. Labs: CBC with differential values (diff).
 5. Blood Pressure/pulse.
 6. Cardiac history.
 7. Determine if treatment is responsive.
 8. Pregnancy testing
 9. Consider getting prolactin levels  

when using risperidone.
10. For Clozapine, Lower ANC threshold for 

initiation, Test for myocarditis, Consider ECG 
for for cardiomyopathy.

1. At baseline and at each follow-up visit (at least every 6 months).
2. At least every 6 months.
3. At least every 6 months.
4. Once every 2–3 months after start of drug.
5. At least once after start of drug.
6. At baseline and obtain ECG if in doubt about risk from a mild QT 

increase.
7. Repeat disorder-specific rating scales(s) until remission is achieved. 

Increase at 4–6 week intervals if insufficient drug benefit.
8. Test myocarditis forst six weeks, ECG annually.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Antidepressant 
(SSRI) 
Medications

1. Blood pressure monitoring.
2. Assess for suicidal thinking/behaviors, clinical 

worsening or other changes in behaviors.
3. Inquire about activation symptoms.
5. Inquire about bleeding/bruising.
5. Measure height and weight.
6. Determine treatment response.
7. Pregnancy testing.

1. Prior to treatment and with dose titration.
2. Baseline and as clinically indicated.
3. Ongoing—usually around week 2, weeks 4–6, and other visits.
4. Screen for new irritability or agitation around week 2 and weeks 4–6.
5. At least once after treatment begins.
6. At baseline and each F/U visit, at least every 6 months.
7. Repeat disorder-specific rating scales(s) until remission is achieved. 

Increase at 4–6 week intervals if insufficient drug benefit.
8. As clinically indicated.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.
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TABLE 11

Antidepressants (SNRIs)

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Antidepressant 
(SNRI) 
Medications

1. Blood pressure.
2. Monitor for emergence of suicidal ideation  

or behaviour.
3. Pregnancy testing.

1. Prior to initiating treatment, during dosage titration and as clinically 
indicated.

2. At baseline and as clinically indicated.
3. Ongoing—usually around week 2, weeks 4–6, and other visits.
4. As clinically indicated.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.

TABLE 12

Tricyclic Antidepressants

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Tricyclic 
Antidepressant 
Medications

1. Height and weight.
2. Blood pressure and pulse.
3. Electrocardiograms (ECGs).
4. Obtain outside consultation.
5. Lower dosage with significant slowing of cardiac 

conduction.
6. Monitor for emergence of suicidal ideation  

or behavior.

1. Prior to staring TCA therapy, when dose exceeds 3 mg/kg and then 
every 2 weeks if dose is being increased.

2. When prescribing doses >5 mg/kg.
3. In cases with ECG findings: PR interval over 0.20 msec, QRS interval 

over 0.12 msec.
4. Ongoing—usually around week 2, weeks 4–6, and other visits.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 
2012, Volume 41, Issue 4:157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https://online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.
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CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Antidepressant 
(SNRI) 
Medications

1. Blood pressure.
2. Monitor for emergence of suicidal ideation  

or behaviour.
3. Pregnancy testing.

1. Prior to initiating treatment, during dosage titration and as clinically 
indicated.

2. At baseline and as clinically indicated.
3. Ongoing—usually around week 2, weeks 4–6, and other visits.
4. As clinically indicated.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Tricyclic 
Antidepressant 
Medications

1. Height and weight.
2. Blood pressure and pulse.
3. Electrocardiograms (ECGs).
4. Obtain outside consultation.
5. Lower dosage with significant slowing of cardiac 

conduction.
6. Monitor for emergence of suicidal ideation  

or behavior.

1. Prior to staring TCA therapy, when dose exceeds 3 mg/kg and then 
every 2 weeks if dose is being increased.

2. When prescribing doses >5 mg/kg.
3. In cases with ECG findings: PR interval over 0.20 msec, QRS interval 

over 0.12 msec.
4. Ongoing—usually around week 2, weeks 4–6, and other visits.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 
2012, Volume 41, Issue 4:157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https://online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.

Child & Adolescent Dosing.indd   55 05-02-2018   14:13:52



56 Dosing and Monitoring: Children and Adolescents

TABLE 13

Stimulants

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Stimulant 
Medications

1. Height and weight.
2. Blood pressure and pulse.
3. Cardiac history.
4. Refill monitoring.
5. CBC with diff.
6. Determine if treatment response.

1. At baseline and each F/U visit, at least every 6 months.
2. At baseline and at least once on a given dose of medication.
3. At baseline to determine if any risks from adrenergic stimulation.
4. Track date of each refill to identify signs of drug diversion.
5. For methylphenidate only, at least once every 6 months.
6. Repeat ADHD-specific rating scale(s) until remission is achieved. 

Increase at 2 to 4 weeks if insufficient response.
Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.

TABLE 14

Mood Stabilizing and Anticonvulsants

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Mood 
Stabilizing and 
Anticonvulsant 
Medications

1. Lithium: (a) Chemistry Panel, CBC with platelets, 
serum creatinine, thyroid function tests, 
pregnancy test, ECG. (b) Once dose is stable—
lithium levels, renal and thyroid function and 
urinalysis.

2. Divalproex sodium : (a) Chemistry Panel, 
CBC with platelets, liver function tests, 
pregnancy test. (b) Serum drug levels, hepatic 
and hematological indices. (c) HLA-B*1502 
genetic testing for all Asian individuals.

3. Carbamazepine: (a) CBC, electrolytes and 
liver function tests. (b) Therapeutic drug levels. 
(c) Pregnancy.

1. Baseline monitoring (b) every 3–6 months.
2. Baseline monitoring (b) every 3–6 months.
3. Baseline monitoring (b) Routine monitoring to check for autoinduction 

of carbamazepine—usually occurring after one week and/or dosage 
changes.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 
2012, Volume 41, Issue 4:157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https://online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.
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CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Stimulant 
Medications

1. Height and weight.
2. Blood pressure and pulse.
3. Cardiac history.
4. Refill monitoring.
5. CBC with diff.
6. Determine if treatment response.

1. At baseline and each F/U visit, at least every 6 months.
2. At baseline and at least once on a given dose of medication.
3. At baseline to determine if any risks from adrenergic stimulation.
4. Track date of each refill to identify signs of drug diversion.
5. For methylphenidate only, at least once every 6 months.
6. Repeat ADHD-specific rating scale(s) until remission is achieved. 

Increase at 2 to 4 weeks if insufficient response.
Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 2012, 
Volume 41, Issue 4: 157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https: //online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.

CLASS OF DRUGS MONITORING RECOMMENDATION FREQUENCY SUGGESTION
Mood 
Stabilizing and 
Anticonvulsant 
Medications

1. Lithium: (a) Chemistry Panel, CBC with platelets, 
serum creatinine, thyroid function tests, 
pregnancy test, ECG. (b) Once dose is stable—
lithium levels, renal and thyroid function and 
urinalysis.

2. Divalproex sodium : (a) Chemistry Panel, 
CBC with platelets, liver function tests, 
pregnancy test. (b) Serum drug levels, hepatic 
and hematological indices. (c) HLA-B*1502 
genetic testing for all Asian individuals.

3. Carbamazepine: (a) CBC, electrolytes and 
liver function tests. (b) Therapeutic drug levels. 
(c) Pregnancy.

1. Baseline monitoring (b) every 3–6 months.
2. Baseline monitoring (b) every 3–6 months.
3. Baseline monitoring (b) Routine monitoring to check for autoinduction 

of carbamazepine—usually occurring after one week and/or dosage 
changes.

Sources: (1) Hilt RJ. Monitoring Psychiatric Medications in Children. Pediatric Annals. April 
2012, Volume 41, Issue 4:157–163. (2) Texas Department of Family and Protective Services and the 
University of Texas at Austin College of Pharmacy. Psychotropic Medication Utilization Parameters 
for Foster Children. December 2010. (3) Schatzberg AF, Cole JO, DeBattista C. (2010) Manual of 
Clinical Psychopharmacology. (7th ed). Arlington VA: American Psychiatric Publishing, Inc.

(4) McClellan J, Kowatch, Findling RL, and the Work Group on Quality Issues. Practice Parameter 
for the Assessment and Treatment of Children and Adolescents with Bipolar Disorder. J Am Acad 
Child Adolesc Psychiatry 46:1, January 2007. (5) Epocrates Online [https://online.epocrates.
com/u/1000/Drugs?lClD=search-drugs] (6) Autoinduction and steady-state pharmacokinetics of 
carbamazepine and its major metabolites. BrJ Clin Pharmac (1992), 33, 611–615.
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TABLE 15

Sleep Agents

GENERIC NAME BRAND NAMES
FDA APPROVAL 

AGE/INDICATION

OTHER COMMON 
USES IN 

CHILDREN POTENTIAL SIDE EFFECTS MONITORING
Diphenhydr-
amine

Benadryl Approved for 
children 12 and 
older for the 
treatment of 
insomnia

None • Drowsiness
• Dizziness
• Dry mouth
• Nausea
• Nervousness
• Blurred vision
• Decreased mental alertness
• Paradoxical excitation
• May lower seizure threshold

• Caution—assess compliance 
with avoiding operation of 
machinery or power equipment 
until medication effects with 
use of this medication are 
determined

• Daytime sedation/hangover

Trazodone* Desyrel 18 and older None • Suicidal thoughts or behaviors
• Abnormal generalized bleeding 

risk
• Hyponatremia
• Stomach discomfort
• Flu-like symptoms if stopped too 

quickly
• Orthostatic hypotension/syncopy
• Cognitive/motor impairment
• Priapism-males
• QT prolongation and risk of 

sudden cardiac death

• Suicidal thoughts or behaviors
• Seizure risk with other 

medications
• Weight
• Blood pressure baseline and 

periodically
• EKG baseline and periodically

Eszopliclone* Lunesta 18 and older None • Abnormal thinking and 
behavioral changes

• Withdrawal effects
• Drug abuse and dependence
• Tolerance

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover
Melatonin Dosing: 

0.05–0.15 mg/
kg/day up to 
total dose of 
5 mg/day in 
children and 
adolescents

Not FDA 
regulated

Regulated 
by FDA as 
a dietary 
supplement 
and not as a 
medication

• Sedation
• May adversely affect 

reproductive organ 
development

• Give directly before sleep onset 
desired due to short half-life

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover

Ramelteon* Rozerem 18 and older None • Abnormal thinking and 
behavioral changes

• CNS depression
• Decreased testosterone
• Hyperprolactinemia

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover
Hydroxyzine Vistaril, Atarax All ages for 

anxiety—and 
all ages for 
Pruritis/for the 
treatment of 
Itchy skin-

Approved 
for anxiety 
and tension; 
approved as 
pre-procedural 
sedation and 
following 
general 
anesthesia

• Drowsiness
• Dizziness
• Dry mouth
• Nausea
• Nervousness
• Blurred vision
• Decreased mental alertness
• Paradoxical excitation 

associated with small risk of QT 
prolongation and Torsades

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover

Zolpidem* Ambien
Ambien CR

NOT FDA 
Regulated

None • Hallucinations in children 6–17 
have been reported

• Should generally receive lower 
closed

• Close monitoring necessary
*not approved as a sedative/hypnotic in children and adolescents.
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GENERIC NAME BRAND NAMES
FDA APPROVAL 

AGE/INDICATION

OTHER COMMON 
USES IN 

CHILDREN POTENTIAL SIDE EFFECTS MONITORING
Diphenhydr-
amine

Benadryl Approved for 
children 12 and 
older for the 
treatment of 
insomnia

None • Drowsiness
• Dizziness
• Dry mouth
• Nausea
• Nervousness
• Blurred vision
• Decreased mental alertness
• Paradoxical excitation
• May lower seizure threshold

• Caution—assess compliance 
with avoiding operation of 
machinery or power equipment 
until medication effects with 
use of this medication are 
determined

• Daytime sedation/hangover

Trazodone* Desyrel 18 and older None • Suicidal thoughts or behaviors
• Abnormal generalized bleeding 

risk
• Hyponatremia
• Stomach discomfort
• Flu-like symptoms if stopped too 

quickly
• Orthostatic hypotension/syncopy
• Cognitive/motor impairment
• Priapism-males
• QT prolongation and risk of 

sudden cardiac death

• Suicidal thoughts or behaviors
• Seizure risk with other 

medications
• Weight
• Blood pressure baseline and 

periodically
• EKG baseline and periodically

Eszopliclone* Lunesta 18 and older None • Abnormal thinking and 
behavioral changes

• Withdrawal effects
• Drug abuse and dependence
• Tolerance

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover
Melatonin Dosing: 

0.05–0.15 mg/
kg/day up to 
total dose of 
5 mg/day in 
children and 
adolescents

Not FDA 
regulated

Regulated 
by FDA as 
a dietary 
supplement 
and not as a 
medication

• Sedation
• May adversely affect 

reproductive organ 
development

• Give directly before sleep onset 
desired due to short half-life

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover

Ramelteon* Rozerem 18 and older None • Abnormal thinking and 
behavioral changes

• CNS depression
• Decreased testosterone
• Hyperprolactinemia

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover
Hydroxyzine Vistaril, Atarax All ages for 

anxiety—and 
all ages for 
Pruritis/for the 
treatment of 
Itchy skin-

Approved 
for anxiety 
and tension; 
approved as 
pre-procedural 
sedation and 
following 
general 
anesthesia

• Drowsiness
• Dizziness
• Dry mouth
• Nausea
• Nervousness
• Blurred vision
• Decreased mental alertness
• Paradoxical excitation 

associated with small risk of QT 
prolongation and Torsades

• Caution—do not operate 
machinery or power equipment 
until medication effects with use 
of this medication

• Daytime sedation/hangover

Zolpidem* Ambien
Ambien CR

NOT FDA 
Regulated

None • Hallucinations in children 6–17 
have been reported

• Should generally receive lower 
closed

• Close monitoring necessary
*not approved as a sedative/hypnotic in children and adolescents.
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Appendix

CHECKLIST BEFORE PRESCRIBING MEDICATION
1. Complete diagnostic work-up
2. Proper informed consent
3. Choice of target symptoms
4. Appropriate outcome measures
5. Monitor side effects
6. Monitor compliance

EKG PARAMETERS
PR <= 200 ms
QRS duration <= 120 ms
QTc <= 460 ms
EKG = electrocardiograph.

SEROTONIN DISCONTINUATION SYNDROME
1. Emerges 1–3 days after discontinuation of medication
2. More common in SSRIs with short half-lives
3. Gl symptoms
4. Flu-like symptoms
5. Dizziness
6. Sleep disturbance
7. Anxiety
8. Tearfulness
9. Irritability and agitation
SSRIs = selective serotonin reuptake inhibitors;
GI = gastrointestinal.

SIGNS OF NMS
1. Fever
2. Rigidity
3. Altered consciousness
4. Autonomic instability
5. Elevated CPK
NMS = neuroleptic malignant syndrome;
CPK = creatine phosphokinase.

SIGNS OF TOXIC [CENTRAL] SEROTONIN SYNDROME
1. Gl symptoms
2. Sweating
3. Fever
4. Tachycardia
5. Hypertension
6. Myoclonus
7. Increased motor activity
8. Irritability
GI = gastrointestinal.
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INTERNET RESOURCES
•	 Cytochrome	 P450	 Drug	 Interaction	 Table	 www.drug-

interactions.com
•	 Height	 and	 Weight	 Charts—girls	 http://www.cdc.gov/
nchs/about/major/nhanes/growthcharts/set1clinical/
CJ41C022.pdf

•	 Height	 and	 Weight	 Charts—boys	 http://www.cdc.gov/
nchs/about/major/nhanes/growthcharts/set1clinical/
CJ41C021.pdf

Child & Adolescent Dosing.indd   61 05-02-2018   14:13:53



62 Dosing and Monitoring: Children and Adolescents

Agency for Health Care Administration: Florida Medicaid Drug Therapy Man-
agement Program for Behavioral Health. University of South Florida. 2016–17 
Florida Best Practice Psychotherapeutic Medication Guidelines for Children 
and Adolescents. Accessed online on March 5, 2017 at http://www.medicaid 
mentalhealth.org/_assets/file/Guidelines/Web_2015-Psychotherapeutic%20
Medication%20Guidelines%20for%20Adults_Final_Approved1.pdf

AIMS Center: Principles of Collaborative Care: Accessed online on March 15, 
2017 at https://www.aacap.org/App_Themes/AACAP/docs/clinical_ practice_
center/systems_of_care/AACAPPsychotropic_Medication_Recommenda 
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2017 at https://aims.uw.edu/collaborative-care/principles-collaborative-care

American Academy of Child and Adolescent Psychiatry (AACAP) 2017: 
Psychotherapy for children and adolescents: different types. Accesses online 
on March 15, 2017 at https://www.aacap.org/AACAP/Families_and_Youth/
Facts_for_ Families/FFF-Guide/Psychotherapies-For-Children-And-Adoles 
cents-086.aspx

American Psychiatric Association: Diagnostic and Statistical Manual of Mental 
Disorders, 2nd Edition. Washington, DC American Psychiatric Association, 
1968

American Psychiatric Association: Diagnostic and Statistical Manual of Mental 
Disorders, 3rd Edition. Washington, DC, American Psychiatric Association, 
1980

American Psychiatric Association: Diagnostic and Statistical Manual of Men-
tal Disorders, 3rd Edition, Revised. Washington, DC, American Psychiatric 
Association, 1987

American Psychiatric Association: Diagnostic and Statistical Manual of Mental 
Disorders, 4th Edition. Washington, DC, American Psychiatric Association, 
1994

American Psychiatric Association: Diagnostic and Statistical Manual of Mental 
Disorders, 4th Edition, Text Revision. Washington, DC, American Psychiatric 
Association, 2000

American Psychiatric Association: Diagnostic and Statistical Manual of Mental 
Disorders, 5th Edition. Arlington, VA, American Psychiatric Association, 2013

American Academy of Child and Adolescent Psychiatry: Bipolar Disorder 
Parents’ Medication Guide for Bipolar Disorder in Children and Adolescents. 
Accessed website on September 25, 2012 http://www.aacap.org/galleries/
default-file/aacap_bipolar_medication_guide.pdf

American Academy of Pediatrics. ADHD: Clinical Practice Guideline for the 
Diagnosis, Evaluation, and Treatment of Attention-Deficit/Hyperactivity 
Disorder in Children and Adolescents. Pediatrics 128(5), November 2011

Andersen SL, Navalta CP. Altering the course of neurodevelopment: a frame-
work for understanding the enduring effects of psychotropic drugs. Int J Devl 
Neuroscience 22:423–440, 2004

Andersen SL, Navalta CP. New frontiers in developmental neuropharmacology: 
Can long-term therapeutic effects of drugs be optimized through carefully 
timed early intervention? J Child Psychol Psychiatry 52(4):476–503, 2011

References

Child & Adolescent Dosing.indd   62 05-02-2018   14:13:53



Dosing and Monitoring: Children and Adolescents 63

Anderson LE, Chen ML, Perrin JM, Cleave JC: Outpatient visits and medication 
prescribing for US children with mental health conditions. Pediatrics 136(5): 
e1178–e1185, 2015. Accessed online on March 5, 2017 at http://pediatrics. 
aappublications.org/content/pediatrics/early/2015/10/06/peds.2015-0807.
full.pdf

APA Working Group on Psychoactive Medication for Children and Adolescents 
(2006): Report of the Working Group on Psychoactive Medications for 
Children and Adolescents. Psychopharmacological, psychosocial, and com-
bined interventions for childhood disorder: Evidence base, contextual factors, 
and future directions. Washington, DC: American Psychological Association

Bauer MS, Dunner DL: Validity of seasonal pattern as a modifier for recurrent 
mood disorders for DSM-IV. Compr Psychiatry 34(3):159–170, 1993 8339533

Birmaher B, Brent D, and the AACAP Work Group on Quality Issues: Bernet W, 
Bukstein O, Walter H, Benson RS, Chrisman A, Farchione T, Greenhill L, 
Hamilton J, Keable H, Kinlan J, Schoettle U, Stock S. Practice Parameter for 
the Assessment and Treatment of Children and Adolescents with Depressive 
Disorders. J Am Acad Child Adolesc Psychiatry 46:11, November 2007

Blader JC, Schooler NR, Jensen PS, Pliszke SR, Karantaris V: Adjunctive Dival-
proex Versus Placebo for Children With ADHD and Aggression Refractory 
to Stimulant Monotherapy. Am J Psychiatry 166(12):1392–1401, December 
2009 

Bourdon KH, Boyd JH, Rae DS, et al: Gender differences in phobias: results of 
the ECA community survey. J Anxiety Disord 2:227–241, 1988

Boyd JH, Burke JD Jr, Gruenberg E, et al: Exclusion criteria of DSM-III: a 
study of co-occurrence of hierarchy-free syndromes. Arch Gen Psychiatry 
41(10):983–989, 1984 6477056

Brasic JR, Pataki C: Autism Management and Treatment. Accessed website on 
June 18, 2012 http://emedicine.medscape.com/article/912781-treatment

Brent D, Emslie G, Fassler D, Kratochvil C, March J, Robb A, Shaffer D, Singh M: 
Membership of the Parents Medical Guide Workgroup. Parents Med Guide. The 
Use of Medication in the Treatment of Childhood and Adolescent Depression: 
Information for Patients and Families. Accessed website on September 25, 2012 
http://www. parentsmedguide.org/parentsmedguide.htm#9

Cataife G, Weinberg DA: Racial and ethnic differences in antipsychotic medica-
tion use among children enrolled in Medicaid. Psychiatric Serv 66(9):946–
951, 2015. Accessed online on March 5, 2017 at http://ps.psychiatryonline.
org/doi/pdf/10.1176/appi.ps.201400045

Carrasco M, Volkmar FR, Bloch MH. Pharmacologic Treatment of Repetitive 
Behaviors in Autism Spectrum Disorders: Evidence of Publication Bias. Pedi-
atrics 129(5), May 2012

Children’s Mental Health: Concerns Remain about Appropriate Services for 
Children in Medicaid and Foster Care. GAO-13-15. Washington, DC

Cincinnati Children’s Hospital Medical Center Best Evidence Statement (BESt): 
Treatment of children and Adolescents with Major Depressive Disorder 
(MDD) during the Acute Phase. January 2010

CMS 2017. A review of state Medicaid approaches on child antipsychotic moni-
toring programs. Accessed online on March 15, 2017 at https://www.med-
icaid.gov/medicaid-chip-program-information/by-topics/prescription-drugs/
downloads/state-medicaid-dur-summaries.pdf

Cohen JA, and the Work Group on Quality Issues: Bukstein O, Walter H, 
Benson RS, Chrisman A, Farchione TR, Hamilton J, Keable H, Kinlan J,  
Schoettle, Siegal M, Stock S. Practice Parameter for the Assessment and 
Treatment of Children and Adolescents With Posttraumatic Stress Disorder.  
J Am Acad Child Adolesc Psychiatry, 49(4), April 2010

Child & Adolescent Dosing.indd   63 05-02-2018   14:13:53



64 Dosing and Monitoring: Children and Adolescents

Connelly SD, Bernstein GA, and the Work Group on Quality Issues: Bernet W, 
Bukstein O, Arnold V, Beitchman J, Benson S, Kinlan J, McClellan J, 
Schoettle U, Shaw J, Stock S, Walter H. Practice Parameter for the Assessment 
and Treatment of Children and Adolescents With Anxiety Disorders. J Am 
Acad Child Adolesc Psychiatry. 46:2, February 2007

Cooper WO, Hickson GB, Fuch C, Arbogast PG, Ray W: New Users of Anti-
psychotic Medications Among Children Enrolled in TennCare. Arch Pediatr 
Adolesc Med/158, Aug. 2004

Correll CU, Dratochvil CJ, March JS: Developments in Pediatric Psychophar-
macology: Focus on Stimulants, Antidepressants, and Antipsychotics. J Clin 
Psychiatry 72:5, May 2011

Correll CU, Sheridan EM, DelBello MP: Antipsychotic and mood stabilizer 
efficacy and tolerability in pediatric and adult patients with bipolar I mania: 
a comparative analysis of acute, randomized, placebo-controlled trials. Bipolar 
disorder 12:116–141, 2010

Cos GR, Callahan P, Churchill R, Hunot V, Merry SN, Parker AG, Hetrick SE: 
Psychological therapies versus antidepressant medication, alone and in combi-
nation for depression in children and adolescents (Review). Cochrane Library, 
2014. Accessed online on March 17, 2015 at http://onlinelibrary.wiley.com/
doi/10.1002/14651858.CD008324.pub3/pdf/abstract

Crystal S, Olfson M, Huang C, Pincus H: Gerhard. Broadened Use of Atypi-
cal Antipsychotics: Safety Effectiveness, and Policy Challenges: Expanded use 
of these medications, frequently off-label, has often outstripped the evidence 
base for the diverse range of patients who are treated with them. Health Aff 
(Millwood) 28(5), 2009

DeBattista C, Belanoff J, Glass S, et al: Mifepristone versus placebo in the treat-
ment of psychosis in patients with psychotic major depression. Biol Psychiatry 
60(12):1343–1349, 2006 16889757

Department of Health & Human Services: Collaborative efforts and technical 
assistance resources to strengthen the management of psychotropic medica-
tions for vulnerable populations. Accessed online at https://www.medicaid.
gov/federal-policy-guidance/downloads/cib-08-24-12.pdf

Dobson ET, Strawn JR: Pharmacotherapy for pediatric generalized anxiety 
disorder: a systematic evaluation of efficacy, safety and tolerability. Paediatr 
drugs 18(1):45–53, 2016. Accessed online on March 5, 2017 at https://www.
ncbi.nlm.nih.gov/pmc/articles/PMC4925147/pdf/nihms796969.pdf

dosReis S, Tai MH, Goffman D, Lynch SE, Reeves G, Shaw T: Age-related trends 
in psychotropic medication use among very young children in foster care. 
Psychiatric Services 65(12):1452–1457, 2014

dosReis, S, Tai MH, Camelo WC, Reeves G: A national survey of state Medic-
aid psychotropic-monitoring programs targeting youths. Psychiatric Services 
67(1):1146–1148, 2016

Eghaneyan BH, Sanchez, Mitschke DB: Implementation of a collaborative care 
model for the treatment of depression and anxiety in a community health center: 
results from a qualitative case study. J of Multidisciplinary Healthcare 503–513, 
2014

Epstein RA, Bobo WV, Shelton RC, Arbogast PG, Morrow JA, Wang W, 
Chandrasekhar R, Cooper WO: Increasing use of atypical antipsychotics and 
anticonvulsants during pregnancy. Pharmacoepidemiology and Drug Safety 
(2012)

Evidence-Based Evaluation and Treatment of Youth with Maladaptive Aggres-
sion: American Academy of Child and Adolescent Psychiatry 57th Annual 
Meeting, New York, NY. Symposium 22. October 28, 2010

References

Child & Adolescent Dosing.indd   64 05-02-2018   14:13:53



Dosing and Monitoring: Children and Adolescents 65

Fanton J, Gleason MM: Psychopharmacology and Preschoolers: A Critical 
Review of Current Conditions. Child Adolescent Psychiatric Clin N Am 
18:753–771, 2009

Fava M, Rush AJ, Alpert JE, et al: Difference in treatment outcome in outpa-
tients with anxious versus nonanxious depression: a STAR*D report. Am J 
Psychiatry 165(3):342–351, 2008 18172020

FDA Alerts [7/2006]: Increased Risk of Neonatal Persistent Pulmonary Hyper-
tension. Information for Healthcare Professionals: Paroxetine (Marketed as 
Paxil). Accessed website on February 20, 2013 http://www.fda.gov/Drugs-
DrugSafetyPostmarketDrugSafetyInformationforPatientsandProviders/ Drug-
SafetyInformationforHeathcareProfessionals/ucm084319.htm

FDA Safety Communication: Antipsychotic drug labels updated on use dur-
ing pregnancy and risk of abnormal muscle movements and withdrawal 
symptoms in newborns. (2-22-2011). Accessed website November 20, 2012 
http://www.womensmentalhealth.org/posts/new-fda-warning-on-the-use-of 
-antipsychotic-medications-in-pregnancy/

Findling RL, Drury SS, Jensen PS, Rappoport JL and the AACAP Committee 
on Quality Issues: Bukstein OG, Walter HJ, Benson S, Chrisman A, Farchione 
TR, Hamilton J, Keable H, Kinlan J, Schoettle U, Siegel M, Stock S. Practice 
Parameter for the Use of Atypical Antipsychotic Medication in Children and 
Adolescents. J Am Acad Child Adolesc Psychiatry. 2011

Fink M: Catatonia in DSM-IV (editorial). Biol Psychiatry 36(7):431–433, 1994 
7811838

Flores BH, Kenna H, Keller J, et al: Clinical and biological effects of mifepris-
tone treatment for psychotic depression. Neuropsychopharmacology 31(3): 
628–636, 2006 16160710

Franklin ME, Sapyta J, Freeman JB, Khanna M, Compton S, Almirall D, Moore P,  
Choate-Summers M, Garcia A, Edson AL, Foa EB, March JS. Cognitive 
Behavior Therapy Augmentation of Pharmacotherapy in Pediatric Obsessive-
Compulsive Disorder. JAMA 306(11), September 21, 2011

Frances A, Mack AH, First MB, et al: DMS-IV meets philosophy. J Med Philos 
19(3):207–218, 1994 7964208

Garcia AM, Sapyta JJ, Moore PS, Freeman JB, Franklin ME, March JS, Foa 
EB: Predictor and Moderators for Treatment Outcome in Pediatric Obsessive 
Compulsive Treatment Study (POTS I). J Am Acad Child Adolesc Psychiatry 
49(10):1024–1033, October 2010 

Garfield LD, Brown DS, Allaire BT, Ross RE, Nicol GE, Raghavan R: Psycho-
tropic drug use among preschool children in the Medicaid program from 36 
states. American Journal of Public Health 105(3):524–529, 2015. Accessed 
online at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4330829/pdf/
AJPH.2014.302258.pdf

Geller DA, March J, and the AACAP Committee on Quality Issues: Walter HJ, 
Bukstein OG, Benson RS, Chrisman A, Farchione TR, Hamilton J, Keable H, 
Kinlan J, Schoettle U, Siegel M, Stock S. Practice Parameter for the Assess-
ment and Treatment of Children and Adolescents With Obsessive-Compulsive 
Disorder. J Am Acad Child Adolesc Psychiatry 51(1), January 2012

Gentile S: Antidepressant Use in Children and Adolescents Diagnosed with 
Major Depressive Disorder: What Can We Learn from the Published Data? 
Reviews on Recent Clinical Trials 5:63–75, 2010

Gentile S: Review: Neurodevelopmental Effects of Prenatal Exposure to Psycho-
tropic Medications. Depression and Anxiety 27:675–686, 2010

Gibbons RD, Perraillon MC, Hur K, Conti RM, Valuck RJ, Brent DA: Anti-
depressant treatment suicide attempts and self-inflicted injury in children and 
adolescents. Pharmacoepidemiol Drug Saf 24(2):208–214, 2015. Accessed 

Child & Adolescent Dosing.indd   65 05-02-2018   14:13:53



66 Dosing and Monitoring: Children and Adolescents

online on March 5, 2017 at https://www.ncbi.nlm.nih.gov/pmc/articles/
PMC4312179/pdf/nihms628193.pdf

Gleason MM, Egger HL, Emslie GJ, Greenhill LL, Kowatch RA, Lieberman AF, 
Luby JL, Owens J, Scahill LD, Scheeringa MS, Stafford B, Wise B, Zeanah CH: 
Psychopharmacological Treatment for Very Young Children: Context and Guide-
lines. J Am Acad Child Adolesc Psychiatry 46:12, December 2007

Guo T, Xiang Y, Xiao L, et al: Measurement-based care versus standard care for 
major depression: a randomized controlled trial with blind raters. Am J Psy-
chiatry 172:1004–1013, 2015

Gurnani T, Ivanov L, Newcorn JH: Pharmacotherapy of aggression in child and 
adolescent psychiatric disorders. J Child Adolesc Psychopharm 26(1): 65–73, 
2016. Accessed online on March 5, 2017 at

Howie LD, Pastor PN, Lukacs SL: Use of medication prescribed for emotional 
or behavioral difficulties among children aged 6–17 years in the United States, 
2011–2012

Insel TR: The NIMH Research Domain Criteria (RDoC) Project: precision 
medicine for psychiatry. Am J Psychiatry 171(4):395–397, 2014 17548842

Keller J, Schatzberg AF, Maj M: Current issues in the classification of psychotic 
major depression. Schizophr Bull 33(4):877–885, 2007 10865302

Kessler RC, McGonagle KA, Zhao S, et al: Lifetime and 12-month prevalence of 
DSM-III-R psychiatric disorders in the United States: results from the National 
Comorbidity Survey. Arch Gen Psychiatry 51(1):8–19, 1994 8279933

Kieler H, Artama M, Engeland A, Ericsson O, Furu K, Gissler M, Nielsen RB, 
Norgaard M, Stephansson O, Valdimarsdottir U, Zoega H, Haglund B: Selec-
tive serotonin reuptake inhibitors during pregnancy and risk of persistent pul-
monary hypertension in the newborn: population based cohort study from the 
five Nordic countries. BMJ 344:d8012, 2012

Kodish I, Rockhill C, Varley C: Pharmacotherapy for anxiety disorders in chil-
dren and adolescents. Dialogues Clin Neurosci 13: 439–452, 2011

Kohlstadt I, Vitiello B: Use of Atypical Antipsychotics in Children: Balancing 
Safety and Effectiveness. American Family Physician 81(5):585–589, March 
1, 2010 

Liebowitz MR: Mixed anxiety and depression: should it be included in DSM-IV? 
J Clin Psychiatry 54:4–7 [discussion 17–20], 1993

Liu HY, Potter MP, Woodworth Y, Yorks D, Petty CR, Wozniak JR, Faroane 
SV, Biederman J: Pharmacologic Treatment for Pediatric Bipolar Disorder: A 
Review and Meta-Analysis. J Am Acad Child Adolesc Psychiatry 50(8), August 
2011

MACPAC: Medicaid access in brief: children’s use of behavioral health services. 
Medicaid and CHIP Payment and Access Commission June 2016. Accessed 
online at https://www.macpac.gov/wp-content/uploads/2016/06/Childrens- 
access-to-behavioral-health-services.pdf

 Madden JM, Lakoma MD, Lynch FL, Rusinak D, et al: Psychotropic medica-
tion use among insured children with autism spectrum disorder. J Autism Dev 
Disord 47:144–154, 2017

Magellan Health, Inc: Clinical Practice Guideline for Patients with Attention 
Deficit/Hyperactivity Disorder. Revised March 2014

Maj M, Pirozzi R, Magliano L, et al: Phenomenology and prognostic signifi-
cance of delusions in major depressive disorder: a 10-year prospective follow-
up study. J Clin Psychiatry 88:1411–1417, 2008 17915981

Marks I, Lader M: Anxiety states (anxiety neurosis): a review. J Nerv Ment Dis 
156(1):3–18, 1973 4570384

Mason BJ, Crean R, Goodell V, et al: A proof-of-concept randomized controlled 
study of gabapentin: effects on cannabis use, withdrawal and executive 

References

Child & Adolescent Dosing.indd   66 05-02-2018   14:13:53



Dosing and Monitoring: Children and Adolescents 67

function deficits in cannabis-dependent adults. Neuropsychophamacology 
37(7):1689–1698, 2012 22373942

Mason BJ, Quello S, Goodell V, et al: Gabapentin treatment for alcohol depen-
dence: a randomized clinical trial. JAMA Intern Med 174(l):70–77, 2014 
24190578

McPheeters ML, Warren Z, Sathe N, Bruzek JL, Krishnaswami S, Jerome RN, 
Veenstra-VanderWeele J: A Systematic Review of Medical Treatment for 
Children With Autism Spectrum Disorders. Pediatrics 127(5), May 2011

Merikangas KR, Calkins ME, Burstein M, et al: Comorbidity of physical and 
mental disorders in the neurodevelopmental genomics cohort study. Pediatrics 
135(4):e927–e938, 2015. Accessed online on March 5, 2017 at https://www.
ncbi.nlm.nih.gov/pmc/articles/PMC4379458/pdf/peds.2014-1444.pdf

Merikangas KR, He JP, Burstein ME et al: Service utilization for lifetime men-
tal disorders in U.S. adolescents: results of the National Comorbidity Survey 
Adolescent Supplement (NCS-A). J Am Acad Child Adolesc Psychiatry 50(1): 
32–45, 2011. Accessed on March 5, 2017 at https://www.ncbi.nlm.nih.gov/
pmc/articles/PMC4408275/

Meyers SM, Plauche Johnson C, and the Council on Children With Disabili-
ties: Management of Children With Autism Spectrum Disorders. Pediatrics; 
120(5):1162–1182, 2007. Reaffirmed September 2010

Michelson D, Wernicke J, Heiligenstein J, et al: LY 139603 (tomoxetine) a 
new, non-dopaminergic intervention for ADHD. Poster presented at the 41st 
annual meeting of the National Institute of Mental Health New Drug Clinical 
Drug Evaluation Unit, Phoenix, AZ, May 2001, Poster Session 11–55

Morris J, Stone G: Children and Psychotropic medication: A Cautionary Note. 
Journal of Marital and Family Therapy 37(3), 299–306, July 2011

Murphy GM, Kremer C, Rodrigues H, Schatzberg AF; Mitrazapine versus Par-
oxetine Study Group: The apolipoprotein E epsilon4 allele and antidepres-
sant efficacy in cognitively intact elderly depressed patients. Biol Psychiatry 
54(7):665–673, 2003a 14512205

Murphy GM Jr, Kremer C, Rodrigues HE, Schatzberg AF: Pharmacogenetics of 
antidepressant medication intolerance. Am J Psychiatry 160(10):1830–1835, 
2003b 14514498

Murphy GM Jr, Hollander SB, Rodrigues HE, et al: Effects of the serotonin 
transporter gene promoter polymorphism on mirtazapine and paroxetine effi-
cacy and adverse events in geriatric major depression. Arch Gen Psychiatry  
61(11):1163–1169, 2004 15520364

Myers JK, Weissman MM, Tischler GL, et al: Six-month prevalence of psy-
chiatric disorders in three communities 1980 to 1982. Arch Gen Psychiatry 
41(10):959–967, 1984 6332591

Nathan PE: DSM-IV: empirical, accessible, not yet ideal (editorial). J Clin Psy-
chol 50(1):103–110, 1994 8150989

National Institute of Mental Health. Any disorder among children. Accessed 
March 5, 2017 at https://www.nimh.nih.gov/health/statistics/prevalence/any 
-disorder-among-children.shtml.

Ohayon MM, Schatzberg AF: Prevalence of depressive episodes with psychotic 
features in the general population. Am J Psychiatry 159(11):1855–1861, 2002 
12411219

Ohayon MM, Schatzberg AF: Using chronic pain to predict depressive morbidity 
in the general population. Arch Gen Psychiatry 60(1):39–47, 2003 12511171

Ohayon MM, Schatzberg AF: Chronic pain and major depressive disorder in the 
general population. J Psychiatr Res 44(7):454–461, 2010 20149391

Olfson M, Blanco C, Liu L, Moreno C, Laje G: National Trends in the Outpa-
tient Treatment of Children and Adolescents With Antipsychotic Drugs. Arch 
Gen Psychiatry 63, June 2006

Child & Adolescent Dosing.indd   67 05-02-2018   14:13:53



68 Dosing and Monitoring: Children and Adolescents

Olfson M, Druss BG, Marcus SC: Trends in mental health care among children 
and adolescents. N Engl J Med 372(21):2029–2038, 2015. Accessed online on 
March 5, 2017 at http://www.nejm.org/doi/pdf/10.1056/NEJMsa1413512.

Pagsberg AK, Tarp S, Glintborg D, et al: Acute antipsychotic treatment of chil-
dren and adolescents with schizophrenia-spectrum disorders: a systematic 
review and network meta-analysis. J Amer Acad Child Adolesc Psychiatry 
56(3):191–202, 2017

Paroxetine Pregnancy and Breastfeeding Warnings: Accessed website on February 
20, 2013 http://www.drugs.com/pregnancy/paroxetine.html?printable=1

Pidano AE, Honigfeld L: Pediatric Psychopharmacology: Context, Model 
Programs, and Considerations for Care. Psychiatric Services 63(9):929–934, 
September 1, 2012.

Plauche Johnson C, Meyers SM and the Council on Children with Disabilities: 
Identification and Evaluation of Children with Autism Spectrum Disorders. 
Pediatrics 120(5):1183–1215, 2007. Reaffirmed September 2010

Policy Lab. Center to Bridge Research, Practice and Policy: Psychotropic Medica-
tion Use among Children in Foster Care: A National and State-Level Perspec-
tive. Research-At-A-Glance Fall 2012. Accessed on September 5, 2012 http://
policylab.us/images/pdf/hsr_lpager_final.pdf

Pope HG Jr, Lipinski JF Jr: Diagnosis in schizophrenia and manic-depressive 
illness: a reassessment of the specificity of ‘schizophrenic’ symptoms in the 
light of current research. Arch Gen Psychiatry 35(7):811–828, 1978 354552

Primary Care Providers’ Role in Mental Health: A Healthcare Reform Issue 
Brief. Judge David L. Bazelon Center for Mental Health Law. Accessed 
website on September 5, 2012 http://www.bazelon.org/LinkClick.
aspx?fileticket=CBTKUhx TIvw%3D&tabid=220

Raghavan R, Brown DS, Allaire B, Ross RE, Landsverk J: Associations between 
magnitude of child maltreatment and Medicaid expenditures for psychotropic 
medications. Psychiatric Services 67(8):916–919, 2016

Raskind MA, Peterson K, Williams T, et al: A trial of prazosin for combat trauma 
PTSD with nightmares in active-duty soldiers returned from Iraq and Afghani-
stan. Am J Psychiatry 170(9):1003–1010, 2013 23846759

Regier DA, Boyd JH, Burke JD Jr, et al: One-month prevalence of mental disor-
ders in the United States: based on five Epidemiologic Catchment Area sites. 
Arch Gen Psychiatry 45(11):977–986, 1988 3263101

Regier DA, Narrow WE, Kuhl EA, Kupfer DJ: The conceptual development of 
DSM-V. Am J Psychiatry l66(6):645–650, 2009 19487400

Rosato NS, Correll CU, Pappadopulos E, Chait A, Crustal S, Jensen PS on 
behalf of the Treatment of Maladaptive Aggression in Youth Steering Commit-
tee. Pediatrics Volume 129, Number 6, June 2012

Robins LN, Helzer JE, Weissman MM, et al: Lifetime prevalence of specific psy-
chiatric disorders in three sites. Arch Gen Psychiatry 41(10):949–958, 1984 
6332590

Rush AJ, Weissenburger JE: Melancholic symptom features and DSM-IV. Am J 
Psychiatry 151(4):489–498, 1994 8147445

Sadler JZ, Hulgus YF, Agich GJ: On values in recent American psychiatric clas-
sification. J Med Philos 19(3):26l–277, 1994 7964211

Sakolsky D, Birmaher B. Developmentally Informed Pharmacotherapy for Child 
and Adolescent Depressive Disorders. Child Adolesc Psychiatric Clin N Am 
21:313–325, 2012

SAMHSA 2013: Integrating behavioral health and primary care for children and 
youth: concepts and strategies. Accessed online at http://www.integration.sam-
hsa.gov/integrated-care-models/13_June_CIHS_Integrated_Care_System_ 
for_Children_final.pdf

References

Child & Adolescent Dosing.indd   68 05-02-2018   14:13:53



Dosing and Monitoring: Children and Adolescents 69

Schatzberg AF: Classification of affective disorders, in The Brain, Biochemistry, 
and Behavior (Proceedings of the Sixth Arnold O. Beckman Conference in 
Clinical Chemistry). Edited by Habig RL. Washington, DC, American Asso-
ciation for Clinical Chemistry 29–46, 1984

Schatzberg AF, Rothschild AJ: Psychotic (delusional) major depression: should 
it be included as a distinct syndrome in DSM-IV? (also see comments). Am J 
Psychiatry 149(6):733–745, 1992 1590491

Schatzberg AF, Kremer C, Rodrigues H, et al: Double-blind, randomized com-
parison of mirtazapine vs paroxetine in elderly depressed patients. Am J Geriatr 
Psychiatry 10(5):541–550, 2002 12213688

Schatzberg AF, Cole JO, DeBattista C: Manual of Clinical Psychopharmacology. 
(7th ed.). Arlington VA: American Psychiatric Publishing, Inc. 2010

Schmid I, Burcu M, Zito JM: Medicaid prior authorization policies for pediat-
ric use of antipsychotic medications. JAMA 313(9):966–967, 2015. Accessed 
online on March 5, 2017 at Medicaid prior authorization policies for pediatric 
use of antipsychotic medications

Scott K and Lewis C: Using measurement-based care to enhance any treatment. 
Cogn Behav Pract 49–59, 2015

Serretti A, Cusin C, Rausch JL, et al: Pooling pharmacogenetic studies on the 
serotonin transporter: a mega-analysis. Psychiatry Res l45(l):61–65, 2006 
17069894

Sheehan DV, Sheehan KH: The classification of anxiety and hysterical states, 
Part I: historical review and empirical delineation. J Clin Psychopharmacol 
2(4):235–244, 1982a 6749908

Sheehan DV, Sheehan KH: The classification of anxiety and hysterical states, Part 
II: toward a more heuristic classification. J Clin Psychopharmacol 2(6):386–
393, 1982b 7174861

Seida JC, Schouten JR, Boylan K, Newton AS, Mousavi SS, Beaith A, 
Vandermeer  B, Dryden DM, Carrey N: Antipsychotics for Children and 
Young Adults: A comparative Effectiveness Review. Pediatrics 129:e771, 2012

Sharma AN, Arango C, Coghill D, et al: BAP position statement: Off-label pre-
scribing of psychotropic medication to children and adolescents. J of Psycho-
pharm 30(5):416–421, 2016. Accessed online on March 5, 2017 at http://
journals.sagepub.com/doi/pdf/10.1177/0269881116636107

Singh MK, Chang K: The neural effects of psychotropic medications in children 
and adolescents. Child Adolesc Psychiatr Clin N Am 21(4):753–771, 2012. 
Accessed online on March 5, 2017 at https://www.ncbi.nlm.nih.gov/pmc/
articles/PMC3590023/pdf/nihms-398562.pdf

Smeraldi E, Zanardi R, Benedetti F, et al: Polymorphism within the promoter of 
the serotonin transporter gene and antidepressant efficacy of fluvoxamine. Mol 
Psychiatry 3(6):508–511, 1998 9857976

Solchany J: Psychotropic Medication and Children in Foster Care: Tips for 
Advocates and Judges. Practice and Policy Brief, American Bar Association 
Center on Children and the Law. October 2011

Stein BD, Leckman-Westin E, Okeke E, et al: The effects of prior authoriza-
tion policies on Medicaid-enrolled children’s use of antipsychotic medications: 
evidence from two mid-Atlantic states. J Child Adolesc Psychopharm 374–
381, 2014; Accessed online at https://www.ncbi.nlm.nih.gov/pmc/articles/
PMC4162428/pdf/cap.2014.0008.pdf

Steiner H, Lemsing L and the Work Group on Quality Issues: Arnold V, Beitch-
man J, Benson S, Bernet W, Bukstein O, Kinlan J, Rue D, Shaw J, Schoettle 
U, Stock S, Walter H. Practice Parameter for the Assessment and Treatment of 
Children and Adolescents With Oppositional Defiant Disorders. J Am Acad 
Child Adolesc Psychiatry, 46:1, January 2007

Child & Adolescent Dosing.indd   69 05-02-2018   14:13:53



70 Dosing and Monitoring: Children and Adolescents

Strawn JR, Dobson ET, Giles LL: Primary pediatric care psychopharmacology: 
focus on medication s for ADHD, depression, and anxiety. Curr Probl Pediatr 
Adolesc Health Care 1–12, 2016. Strawn JR, Keeshin BR, DelBello MP, 
Geracioti TD, Putnam FW. Psychopharmacological Treatment of Posttraumatic 
Stress Disorder in Children and Adolescents: A Review. J Clin Psychiatry  
71:7, July 2010

Stein MB, Fyer AJ, Davidson JR, et al: Fluvoxamine treatment of social phobia 
(social anxiety disorder): a double-blind, placebo-controlled study. Am J Psy-
chiatry 156(5):756–760, 1999 10327910

Texas Department of Family and Protective Services and the University of Texas 
at Austin College of Pharmacy: Psychotropic Medication Utilization Param-
eters for Foster Children. December 2010

Vanderwerker L, Akincigil A, Olfson M, Gerhard T, Neese-Todd S, Crystal S: 
Foster care, externalizing disorders, and antipsychotic use among Medicain-
enrolled youths. Psychiatric Services 65(10):1281–1284, 2014. Accessed 
online on March 5, 2017 at Foster care, externalizing disorders, and antipsy-
chotic use among Medicain-enrolled youths

Vega CP, Anderson P: SSRIs Not Recommended for Autism in Children or 
Adults Based on Current Evidence. Accessed website on February 14, 2012 
http://www.medscape.org/viewarticle/726999_print

Walkup J and the Work Group on Quality Issues: Bernet W, Bukstein O, Walter 
H, Arnold V, Benson RS, Beitchman J, Chrisman A, Farchione TR, Hamilton 
J, Keable H, Kinlan J, McClellan J, Schoettle U, Shaw J, Siegel M, Stock S. 
Practice Parameter on the Use of Psychotropic Medication in Children and 
Adolescents. J Am Acad Child Adolesc Psychiatry, 48:9, September 2009

Warren Z, McPheeters ML, Sathe N, Foss-Feig JH, Glassner A, Veenstra-Vander-
Weele J: A Systematic Review of Early Intensive Intervention for Autism Spec-
trum Disorders. Pediatrics 127( 5), May 2011

Williams K, Wheeler DM, Silove N, Hazell P: Selective serotonin reuptake 
inhibitors (SSRIs) for autism spectrum disorder (ASD) (Review). Cochrane 
Database Syst Rev 4(8), 2010

Woody G, Schuckit M, Weinrieb R, Yu E: A review of the substance use disorders 
section of the DSM-IV. Psychiatr Clin North Am 16(l):21–32, 1993 8456046

Zanarini MC, Schulz SC, Detke HC, et al: A dose comparison of olanzapine 
for the treatment of borderline personality disorder: a 12-week randomized, 
doubleblind, placebo-controlled study. J Clin Psychiatry 72(10):1353–1362, 
2011 21535995

Zisook S, Corruble E, Duan N, et al: The bereavement exclusion and DSM-5. 
Depress Anxiety 29(5):425–443, 2012 22495967

References

Child & Adolescent Dosing.indd   70 05-02-2018   14:13:53



Dosing and Monitoring: Children and Adolescents 71

Child & Adolescent Dosing.indd   71 05-02-2018   14:13:53


