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CriticalThinkRxCriticalThinkRx was made was made 

possible by a grant from the possible by a grant from the 

Attorneys General Consumer and Attorneys General Consumer and 

Prescriber Grant Program, Prescriber Grant Program, 

funded by the multifunded by the multi--state state 

settlement of consumer fraud settlement of consumer fraud 

claims regarding the marketing of claims regarding the marketing of 

the prescription drug the prescription drug NeurontinNeurontin®®
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6

Curriculum RationaleCurriculum Rationale
Physicians write prescriptions, but Physicians write prescriptions, but 
other professionals often influence other professionals often influence 
who gets prescribed and whywho gets prescribed and why

Training for these professionals is Training for these professionals is 
mostly haphazard and often mostly haphazard and often 
influenced by the pharmaceuticalinfluenced by the pharmaceutical
industryindustry

                   Exhibit 1, page 1 of 146



June 2008

Module 1  www.CriticalThinkRx.org 2

7

Curriculum ObjectivesCurriculum Objectives

Help practitioners in mental Help practitioners in mental 
health and child welfare health and child welfare 
sharpen sharpen critical thinking skillscritical thinking skills

to deal with complex and to deal with complex and 
evolving issues about evolving issues about 
psychotropic medicationpsychotropic medication

8

Critical thinkingCritical thinking

��involves assessing beliefs, involves assessing beliefs, 
arguments and claims to arrive arguments and claims to arrive 
at wellat well--reasoned judgmentsreasoned judgments

��uses standards such as clarity, uses standards such as clarity, 
accuracy, relevance, and accuracy, relevance, and 

completenesscompleteness

9

Critical thinkingCritical thinking

��asks asks ““who benefits?who benefits?””

��is sensitive to the influence of is sensitive to the influence of 
vested interests on informationvested interests on information

��emphasizes the ethical emphasizes the ethical 
implications of treatment implications of treatment 

decisionsdecisions

10

CriticalThinkRxCriticalThinkRx

A prescription for A prescription for 
critical thinking about critical thinking about 

psychotropic psychotropic 
medicationsmedications

11

Curriculum fundingCurriculum funding

•• Received from theReceived from the Attorneys General Attorneys General 

Consumer & Prescriber Education Consumer & Prescriber Education 

Grant ProgramGrant Program (CPGP)(CPGP)

•• CPGP is overseen by the Attorney CPGP is overseen by the Attorney 
General offices of Florida, New York, General offices of Florida, New York, 
Ohio, Oregon, Texas and Vermont Ohio, Oregon, Texas and Vermont 
(plus two rotating states)(plus two rotating states)

12

Funding source of CPGPFunding source of CPGP

20032003:: Attorneys General of 50 Attorneys General of 50 
states charged Warner Lambert, a states charged Warner Lambert, a 
subsidiary of Pfizer, Inc., with subsidiary of Pfizer, Inc., with 
conducting an unlawful marketing conducting an unlawful marketing 
campaign promoting the offcampaign promoting the off--label label 
uses of the anticonvulsant drug uses of the anticonvulsant drug 
NeurontinNeurontin
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13

NeurontinNeurontin settlementssettlements

2004: The company settled for 
$430 million

—$21 million was earmarked for 
research and education aimed at 
health professionals 

14

CPGP awards grantsCPGP awards grants

20062006:: CPGP funded 28 CPGP funded 28 

applications in 19 statesapplications in 19 states

–– CriticalThinkRxCriticalThinkRx, , funded at Florida funded at Florida 
International University, is the only International University, is the only 
project targeting nonproject targeting non--medically medically 
trained professionals in child trained professionals in child 
welfare and mental healthwelfare and mental health

15

CPGP aims to improve prescribing CPGP aims to improve prescribing 

practices by practices by educating health educating health 

professionals aboutprofessionals about

��the drug development and approval      the drug development and approval      
processprocess

��pharmaceutical industry marketingpharmaceutical industry marketing

��knowledge and skills to evaluate knowledge and skills to evaluate 
drug information criticallydrug information critically

16

CPGP requires thatCPGP requires that

��the curriculum be maintained in the curriculum be maintained in 
the public domain, freely the public domain, freely 
accessible by anyoneaccessible by anyone

��the investigators and their the investigators and their 
consultants forego funding from consultants forego funding from 
the pharmaceutical industry for the pharmaceutical industry for 
the duration of their grantsthe duration of their grants

17

Selection of contentSelection of content

Systematic literature searches Systematic literature searches 
were conducted in 2006were conducted in 2006--2007 on 2007 on 
databases in medicine, databases in medicine, 
pharmacology, public health, pharmacology, public health, 
social work, counseling, and social work, counseling, and 
psychologypsychology
–– Materials were selected based on Materials were selected based on 
relevance and accuracyrelevance and accuracy

18

Mainstream viewsMainstream views

Researchers agree that clinical Researchers agree that clinical 
practice has far outpaced the practice has far outpaced the 
empirical evidence, yetempirical evidence, yet……
–– Mainstream mental health Mainstream mental health 
practice subscribes to a practice subscribes to a 
““medicalmedical”” model supporting model supporting 
medication of children with medication of children with 
little evidence of safety or little evidence of safety or 
efficacyefficacy
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19

Content biasContent bias

CriticalThinkRxCriticalThinkRx offers offers 
alternative views based on alternative views based on 
empirical evidence to empirical evidence to 
stimulate critical thinking and stimulate critical thinking and 
a more balanced evaluation a more balanced evaluation 
based on ethical codes of based on ethical codes of 
practicepractice

20

Content orientationContent orientation

CriticalThinkRxCriticalThinkRx emphasizes the emphasizes the 
ethical dictate: ethical dictate: ““First, do no First, do no 

harmharm””

CriticalThinkRxCriticalThinkRx tries to close gaps tries to close gaps 
between research and practice to between research and practice to 
maximize opportunities to help maximize opportunities to help 
clients and avoid harmclients and avoid harm

21

Curriculum designCurriculum design

Modules designed by experienced Modules designed by experienced 
researcher/clinician with input researcher/clinician with input 
from independent consultants in from independent consultants in 
counseling, psychology, counseling, psychology, 
psychiatry, social work, and lawpsychiatry, social work, and law

22

Principal InvestigatorPrincipal Investigator

•• Professor of Social Work, Professor of Social Work, 
Florida International Florida International 
University, Miami, and a University, Miami, and a 
private practitionerprivate practitioner

•• Author of numerous Author of numerous 
publications on psychiatric publications on psychiatric 
drugs, drugs, medicalizationmedicalization, and , and 
law and psychiatry law and psychiatry 

•• His latest books are His latest books are Your Your 
Drug May Be Your ProblemDrug May Be Your Problem
(2nd rev. (2nd rev. eded, 2007) and , 2007) and 
Critical New Perspectives on Critical New Perspectives on 
ADHDADHD (2006)(2006)

David Cohen, Ph.D., L.C.S.W.David Cohen, Ph.D., L.C.S.W.

23

Research CoordinatorResearch Coordinator

•• M.S.W. with a M.S.W. with a 
background in background in 
journalism and journalism and 
corporate corporate 
communicationcommunication

•• Clinician focused on Clinician focused on 
holistic approaches to holistic approaches to 
the treatment of the treatment of 
traumatrauma--related mood related mood 
and behavioral and behavioral 
problemsproblems

Inge Sengelmann, M.S.W.Inge Sengelmann, M.S.W.

24

Consultant: CounselingConsultant: Counseling
•• Professor of Counseling, College Professor of Counseling, College 

of Education and Human of Education and Human 
Services, Cleveland State Services, Cleveland State 
UniversityUniversity

•• A licensed psychologist and A licensed psychologist and 
clinical counselor in Ohio, he clinical counselor in Ohio, he 
has authored books, book has authored books, book 
chapters, and articles  on chapters, and articles  on 
psychopharmacology, spiritual psychopharmacology, spiritual 
approaches to counseling, and approaches to counseling, and 
Integral theory in mental health Integral theory in mental health 

•• Author, Author, Psychopharmacology Psychopharmacology 
for Helping Professionals: An for Helping Professionals: An 
Integral ExplorationIntegral Exploration (2006)(2006)

R. Elliott Ingersoll, Ph.D.R. Elliott Ingersoll, Ph.D.
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Consultant: Social WorkConsultant: Social Work

• Professor, Director of the 
Ph.D. Program, and 
Associate Dean for Strategic 
Initiatives in Social Work at 
Virginia Commonwealth 
University, where she has 
taught since 1989 

• Author, The Social Worker & 
Psychotropic Medication
(3rd ed., 2006) (with Joseph 
Walsh) 

• Editor, Psychiatric 
Medication Issues for Social 
Workers, Counselors and 
Psychologists (2003) 

Kia J. Bentley, Ph.D., L.C.S.W.Kia J. Bentley, Ph.D., L.C.S.W.

26

Consultant: PsychologyConsultant: Psychology
•• Professor, Department of Professor, Department of 

Psychiatry, University of Psychiatry, University of 
Nevada School of MedicineNevada School of Medicine

•• Fellow, American Fellow, American 
Psychological Association; Psychological Association; 
DiplomateDiplomate, clinical , clinical 
psychology, American Board of psychology, American Board of 
Professional PsychologyProfessional Psychology

•• His articles on the His articles on the 
comparative effects of comparative effects of 
psychotherapy and psychotherapy and 
pharmacotherapy have pharmacotherapy have 
received extensive national received extensive national 
coverage and are models of coverage and are models of 
careful scholarshipcareful scholarship

•• Has received many prestigious Has received many prestigious 
awards for  his outstanding awards for  his outstanding 
contributions to clinical contributions to clinical 
science and researchscience and research

David O. Antonuccio, Ph.D.David O. Antonuccio, Ph.D.

27

Consultant: PsychiatryConsultant: Psychiatry

•• Harvard Medical School Harvard Medical School 
graduate and boardgraduate and board--
certified in adolescent certified in adolescent 
psychiatrypsychiatry

•• PensylvanniaPensylvannia--based based 
clinician and scientist clinician and scientist 
working with U.S. and working with U.S. and 
international judicial, international judicial, 
legislative, and legislative, and 
regulatory bodies  regulatory bodies  

•• His publications appear His publications appear 
inin American Journal of American Journal of 
Psychiatry Psychiatry andand BMJBMJ

Stefan P. Kruszewski, M.D.Stefan P. Kruszewski, M.D.

28

Consultant: LawConsultant: Law

•• Professor of Law, University of Professor of Law, University of 
Miami, Coral Gables, FL Miami, Coral Gables, FL 

•• Has taught courses in children Has taught courses in children 
and the law, professional and the law, professional 
responsibility, and sociology responsibility, and sociology 
and the lawand the law

•• Has served as member of Has served as member of 
MiamiMiami--Dade's CommunityDade's Community--Based Based 
Care Alliance, and is a reviewer Care Alliance, and is a reviewer 
for Foster Care Reviewfor Foster Care Review

•• Holds a J.D. from Harvard Law Holds a J.D. from Harvard Law 
School, and a Ph.D. in sociology School, and a Ph.D. in sociology 
from the University of from the University of 
California at BerkeleyCalifornia at Berkeley

•• Former fellow, HarvardFormer fellow, Harvard’’s s 
Program in Ethics and the Program in Ethics and the 
ProfessionsProfessions

Robert E. Rosen, J.D., Ph.D.Robert E. Rosen, J.D., Ph.D.

29

Most prescription drugs have a Most prescription drugs have a 
generic and a brand name generic and a brand name 
(e.g., (e.g., fluoxetinefluoxetine/Prozac)/Prozac)

In this course, charts show both In this course, charts show both 
names, but discussions use names, but discussions use 
brand names because they are brand names because they are 
more familiar to laypersonsmore familiar to laypersons

Use of drug namesUse of drug names

30

Part BPart B

Case StudiesCase Studies
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A recent tragic case A recent tragic case 

raises questionsraises questions

about the use of about the use of 

psychiatric medications psychiatric medications 

in young childrenin young children

32

Case 1:Case 1: Rebecca RileyRebecca Riley
(April 11, 2002 (April 11, 2002 –– Dec.13, 2006)Dec.13, 2006)

What went wrong?What went wrong?

© Copyright 2007 The Patriot Ledger

33 34

In 2002, then again in 2005In 2002, then again in 2005--2006, 2006, 
MassachusettsMassachusetts’’ DSS investigated DSS investigated 
complaints that the three Riley complaints that the three Riley 
children might be sexually or children might be sexually or 
physically abused and neglected by physically abused and neglected by 
their parents their parents 

DSS ruled complaints unfounded DSS ruled complaints unfounded 

Some salient factsSome salient facts

35

By 2006, all three Riley children were By 2006, all three Riley children were 
diagnosed with Bipolar I Disorder and diagnosed with Bipolar I Disorder and 
prescribed psychotropic drug prescribed psychotropic drug 
cocktails by same child psychiatrist cocktails by same child psychiatrist 
from Tufts Medical Center from Tufts Medical Center 
–– Parents were also diagnosed and Parents were also diagnosed and 
mother received Paxilmother received Paxil

–– As discussed in next modules, As discussed in next modules, 
diagnosing children with Bipolar diagnosing children with Bipolar 
Disorder I is a questionable and Disorder I is a questionable and 
controversial practicecontroversial practice

36

Rebecca, the youngest child, was Rebecca, the youngest child, was 
first medicated at age 2first medicated at age 2

–– By age 4, she was taking By age 4, she was taking SeroquelSeroquel
(antipsychotic)(antipsychotic), , DepakoteDepakote
(anticonvulsant)(anticonvulsant), and , and clonidineclonidine
(antihypertensive)(antihypertensive)

–– She also took She also took 2 over2 over--thethe--counter counter 
cold medicinescold medicines
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37

Dec. 13, 2006:Dec. 13, 2006: Rebecca Riley is found Rebecca Riley is found 
dead on her parents' bedroom floor dead on her parents' bedroom floor 

–– Autopsy later indicated cause of death Autopsy later indicated cause of death 
as as ““intoxication due to the combined intoxication due to the combined 

effectseffects”” of of clonidineclonidine, , DepakoteDepakote, and , and 
two cough medicationstwo cough medications

–– ““The amount of The amount of clonidineclonidine alone in alone in 

RebeccaRebecca’’s system was fatal.s system was fatal.””

(Commonwealth of Massachusetts, Feb. 5, 2007)
38

Parents indicted Parents indicted ……
Michael Riley, 34, and Carolyn Michael Riley, 34, and Carolyn 
Riley, 32, indicted in 2007 for the Riley, 32, indicted in 2007 for the 
11stst degree murder of their degree murder of their 
daughter Rebecca (charge later daughter Rebecca (charge later 
reduced to 2reduced to 2ndnd degree murder)degree murder)

–– Parents charged with giving her Parents charged with giving her 
““excessive amountsexcessive amounts”” of of clonidineclonidine

–– ChildChild’’s doctor told mother Rebecca s doctor told mother Rebecca 
““was already on a high dose of was already on a high dose of 
clonidineclonidine”” and a higher dose could and a higher dose could 
kill the childkill the child

© Copyright 2007 
The Patriot Ledger 

(Commonwealth of Massachusetts, Feb. 5, 2007)

39

Case leads to resignationsCase leads to resignations……

40

…… puts careers on the lineputs careers on the line
February, 2007February, 2007

April, 2008April, 2008

41

March 10, 2007

42

March 10, 2007
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Case shines light on Case shines light on 

therapiststherapists’’ rolesroles……

An LCSW made 12 home visits in An LCSW made 12 home visits in 
summer 2006, working with Rebecca summer 2006, working with Rebecca 
and her 6and her 6--yearyear--old sisterold sister

–– Therapist was Therapist was ““initially concernedinitially concerned””
about the medication regimen, since about the medication regimen, since 
she she ““did not observe any behavior did not observe any behavior 
consistent with the diagnosesconsistent with the diagnoses””

(Commonwealth of Massachusetts, Feb. 5, 2007)
44

…… and on school personneland on school personnel

In her preIn her pre--school, Rebecca was school, Rebecca was 
observed to be very lethargic and observed to be very lethargic and 
have have ““a tremor in her handa tremor in her hand””

Mother was observed to be Mother was observed to be 
““lethargiclethargic”” and and ““fall asleep during fall asleep during 
interviewsinterviews””

45

Case stirs heated debate Case stirs heated debate 

among doctors over among doctors over 

bipolar diagnosesbipolar diagnoses

46

Leads one doctor to hold Leads one doctor to hold 

another another ““morally culpablemorally culpable””

“…“… I felt compelled to name Joseph I felt compelled to name Joseph BiedermanBiederman, , 

head of the Massachusetts General Hospital's head of the Massachusetts General Hospital's 

Pediatric Psychopharmacology clinic, as Pediatric Psychopharmacology clinic, as 

morally culpable in providing the morally culpable in providing the ‘‘sciencescience’’

that allowed Rebecca to die.that allowed Rebecca to die.””

---- Lawrence Diller, M.D.Lawrence Diller, M.D.

47

FDA FDA ““black boxblack box”” warnings warnings 

on on DepakoteDepakote ignored?ignored?

48

Case 2: Case 2: 

““Susan,Susan,”” 10 years old10 years old

Parents divorced 5 years ago, custody Parents divorced 5 years ago, custody 
awarded to motherawarded to mother

Father seeking shared custodyFather seeking shared custody——only only 
sees Susan a few times a year sees Susan a few times a year 

Susan presented behavior problems Susan presented behavior problems 
since the age of 3since the age of 3
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SusanSusan’’s life filled with losses s life filled with losses 
of friends, pets, homes, of friends, pets, homes, 
adoptedadopted--away brotheraway brother

Since age 5, Susan moved 10 Since age 5, Susan moved 10 
times, attended 7 schools, times, attended 7 schools, 
was assessed by 20 physicians was assessed by 20 physicians 
and therapistsand therapists

Loss and Loss and instabililtyinstabililty

50

Diagnosed with ADHD, OCD, Diagnosed with ADHD, OCD, 
bipolar disorderbipolar disorder

Lives in a residential treatment Lives in a residential treatment 
centercenter

Her file describes many Her file describes many 
behavioral outbursts, attributed behavioral outbursts, attributed 

to to ““bipolar disorderbipolar disorder””

Multiple diagnosesMultiple diagnoses

51

Since age 5, Susan has taken: Since age 5, Susan has taken: 

��5 antipsychotics 5 antipsychotics 
��4 anticonvulsants 4 anticonvulsants 
��3 stimulants3 stimulants
��3 antidepressants 3 antidepressants 
��2 benzodiazepines2 benzodiazepines
��2 other sedatives (incl. 2 other sedatives (incl. 
antihypertensive)antihypertensive)

��lithiumlithium

52

Susan now takes:Susan now takes:

��2 anticonvulsants 2 anticonvulsants 
��1 antipsychotic 1 antipsychotic 
��1 stimulant, and 1 stimulant, and 
��1 antihypertensive1 antihypertensive

53

No evaluations of No evaluations of 

medicationmedication……
A psychologist and a social worker A psychologist and a social worker 
conducted separate assessments of conducted separate assessments of 
SusanSusan’’s situation for the Courts situation for the Court

Neither commented on SusanNeither commented on Susan’’s drug s drug 
treatment or suggested any treatment or suggested any 
connections between the connections between the 
medications and her behavioral medications and her behavioral 
outburstsoutbursts

54

No oneNo one expressed any expressed any 

concern about giving            concern about giving            

5 psychiatric drugs 5 psychiatric drugs 

(including 4 central nervous (including 4 central nervous 

system depressants)          system depressants)          

to a 10to a 10--yearyear--oldold
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55

Questions to Ask Questions to Ask 

Yourself About Your Yourself About Your 

ClientClient’’s Medicationss Medications

Part CPart C

56

About the clientAbout the client

57

•• What are the clientWhat are the client’’s s 
symptoms or observed symptoms or observed 
behaviors of concern, who has behaviors of concern, who has 
observed them?observed them?

•• Has the client experienced any Has the client experienced any 
recent or chronic life events or recent or chronic life events or 
stressors that may contribute stressors that may contribute 
to the problems?to the problems?

58

•• Could any of clientCould any of client’’s s 
problems be caused by problems be caused by 
current medication?current medication?

59

•• Does the clientDoes the client’’s psychiatric s psychiatric 
diagnosis truly reflect the clientdiagnosis truly reflect the client’’s s 
problems? Is the diagnosis useful to problems? Is the diagnosis useful to 
plan for interventions with this plan for interventions with this 
client? client? 

•• What interventions have been tried What interventions have been tried 
to address clientto address client’’s problems? By s problems? By 
whom, and with what results? whom, and with what results? 

•• Are alternative interventions Are alternative interventions 
available to address clientavailable to address client’’s s 
problems? Why have they not yet problems? Why have they not yet 
been tried?been tried?

60

•• Why is medication being prescribed Why is medication being prescribed 
for this client? What other for this client? What other 
medication has been prescribed medication has been prescribed 
currently or in the past? currently or in the past? 

•• How long before we see How long before we see 
improvements? How will the improvements? How will the 
improvements be measured?improvements be measured?

•• How long will the patient be on the How long will the patient be on the 
medication? How will a decision to medication? How will a decision to 
stop be made?stop be made?
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61

•• If client is a minor, is If client is a minor, is 
the medication the medication 
designed to benefit designed to benefit 
the child, or the the child, or the 
childchild’’s caregivers?s caregivers?

62

About the medicationAbout the medication

63

•• Why is this particular medication Why is this particular medication 
prescribed for this client? prescribed for this client? 

•• How long has it been on the How long has it been on the 
market? Is it FDAmarket? Is it FDA--approved for approved for 
use in children? Are there any use in children? Are there any 
FDA FDA ““black boxblack box”” warnings about warnings about 
this medication? this medication? 

•• What is the recommended What is the recommended 
dosage? How often will the dosage? How often will the 
medication be taken? Who will medication be taken? Who will 
administer it?administer it?

64

•• Have any studies been evaluated by Have any studies been evaluated by 
professionals working with this child? professionals working with this child? 

•• How much scientific support is there How much scientific support is there 
for its helpfulness with other children for its helpfulness with other children 
with similar conditions? with similar conditions? 

•• How much scientific evidence exists How much scientific evidence exists 
to support safety and efficacy of this to support safety and efficacy of this 
drug in children, alone or in drug in children, alone or in 
combination with other psychotropic combination with other psychotropic 
medications?medications?

65

•• Has this medication been shown Has this medication been shown 
to induce tolerance and/or to induce tolerance and/or 
dependence? What withdrawal dependence? What withdrawal 
effects may be expected when it effects may be expected when it 
is discontinued?is discontinued?

66

•• Do any laboratory tests need to Do any laboratory tests need to 
be done before, during, after use be done before, during, after use 
of this medication? of this medication? 

•• Are there other medications or Are there other medications or 
foods the child should avoid foods the child should avoid 
while on this medication?while on this medication?

•• What are all the potential What are all the potential 
positive and adverse effects of positive and adverse effects of 
this medication?this medication?

                   Exhibit 1, page 11 of 146



June 2008

Module 1  www.CriticalThinkRx.org 12

67

•• How will the effects of the How will the effects of the 
medication be monitored? By medication be monitored? By 
whom? Where will they be whom? Where will they be 
documented? What should be documented? What should be 
done if a problem develops? done if a problem develops? 

•• How will the use of medication How will the use of medication 
impact other interventions being impact other interventions being 
provided? provided? 

68

•• How much does this medication How much does this medication 
cost and who is paying for it? cost and who is paying for it? 

•• Are there cheaper, generic Are there cheaper, generic 
versions of this medication?versions of this medication?

69

About the prescriberAbout the prescriber

70

•• What is the experience of the What is the experience of the 
physician prescribing the physician prescribing the 
medication? medication? 

•• Would you consider the Would you consider the 
physicianphysician’’s prescribing habits as s prescribing habits as 
cautious and conservative?cautious and conservative?

•• Does this physician have any Does this physician have any 
financial relationships with financial relationships with 
pharmaceutical companies? Have pharmaceutical companies? Have 
these been disclosed to patients? these been disclosed to patients? 

71

•• Have all the risks and benefits Have all the risks and benefits 
of this medication, and those of this medication, and those 
of alternate interventions, of alternate interventions, 
been evaluated and discussed been evaluated and discussed 
by the physician with the by the physician with the 
client or the clientclient or the client’’s family? s family? 

•• Is there an adequate Is there an adequate 
monitoring schedule and monitoring schedule and 
followfollow--up? up? 

72

•• Do I or my client/clientDo I or my client/client’’s s 
family have the opportunity family have the opportunity 
to speak regularly with the to speak regularly with the 
physician and other physician and other 
healthcare providers about healthcare providers about 
the medicationthe medication’’s effects? s effects? 
Should my feedback be Should my feedback be 
expressed in writing?expressed in writing?
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73

About the About the 

therapisttherapist’’s roles role

74

•• Has a comprehensive Has a comprehensive 
assessment (e.g., assessment (e.g., 
biopsychosocial, holistic, biopsychosocial, holistic, 
integral) been conducted? integral) been conducted? 
Does it offer plausible reasons Does it offer plausible reasons 
for the clientfor the client’’s problems? s problems? 

•• Are there other explanations Are there other explanations 
for the childfor the child’’s behavior?s behavior?

75

•• If necessary, do I have access to If necessary, do I have access to 
supervision to help me think supervision to help me think 
through the medication issues?through the medication issues?

•• How knowledgeable is my How knowledgeable is my 
supervisor about psychotropic supervisor about psychotropic 
medications?medications?

76

•• Am I familiar with all the risks Am I familiar with all the risks 
and benefits of this medication, and benefits of this medication, 
as well as those of alternate as well as those of alternate 
interventions? Have I discussed interventions? Have I discussed 
them with the client/clientthem with the client/client’’s s 
family? family? 

•• Do I know how the client/clientDo I know how the client/client’’s s 
family feel about the use of family feel about the use of 
medication?medication?

77

•• What is my role and has it What is my role and has it 
been clearly delineated with been clearly delineated with 
all other providers? all other providers? 

•• Has the client/clientHas the client/client’’s family s family 
been provided with all the been provided with all the 
information necessary to information necessary to 
provide informed consent? Do provide informed consent? Do 
they understand their they understand their 
choices?choices?

78

•• Do I feel confident that I can Do I feel confident that I can 
recognize the effects, adverse or recognize the effects, adverse or 
otherwise, of this medication on otherwise, of this medication on 
my client? How should I record my client? How should I record 
my observations? my observations? 

•• Will I be able to educate my Will I be able to educate my 
client about these effects so client about these effects so 
he/she can raise concerns with he/she can raise concerns with 
the prescribing physician? the prescribing physician? 
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79

•• What alternative What alternative 
services/interventions does services/interventions does 
this family need or want? this family need or want? 

•• Can I provide these or help Can I provide these or help 
them obtain access?them obtain access?

80

This course, in the 
remaining modules, is 
intended to help you 
answer the preceding 

questions

81

A Critical Curriculum
on Psychotropic Medications

Module 1

The EndThe End

www.CriticalThinkRx.org
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www.CriticalThinkRx.org  

CriticalThinkRxCriticalThinkRx was made was made
possible by a grant from thepossible by a grant from the

Attorneys General Consumer andAttorneys General Consumer and
Prescriber Grant Program,Prescriber Grant Program,
funded by the multi-statefunded by the multi-state

settlement of consumer fraudsettlement of consumer fraud
claims regarding the marketing ofclaims regarding the marketing of
the prescription drug the prescription drug NeurontinNeurontin®®

4

Module 2Module 2

Increasing Use ofIncreasing Use of
PsychotropicsPsychotropics

Public Health ConcernsPublic Health Concerns

5

Part APart A

Medicating YouthMedicating Youth

6

Surveys and insurance databasesSurveys and insurance databases
show increasing useshow increasing use

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

for psychotropic medicationsfor psychotropic medications

(Medco, 2006; St. Luke’s Health Initiatives, 2006)
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7

  Prescriptions of  Prescriptions of
psychotropicspsychotropics to youths to youths
tripled in the 1990stripled in the 1990s and are and are
still rising in this decadestill rising in this decade

  In some drug classes, rates in  In some drug classes, rates in
children rival adult rateschildren rival adult rates

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

8

Drug treatment withoutDrug treatment without
any otherany other

form of therapy isform of therapy is
becoming the normbecoming the norm

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

9

A worldwide phenomenonA worldwide phenomenon……

……but the proportion of childrenbut the proportion of children
prescribed psychiatric drugsprescribed psychiatric drugs

remains remains 2 to 20 times higher2 to 20 times higher
in the U.S., Canada, and Australiain the U.S., Canada, and Australia

than in other developed nationsthan in other developed nations
(Wong et al. 2004) 10

In the U.S., In the U.S., ““culturalcultural””
differences remaindifferences remain

  White children are   White children are twice as likelytwice as likely
as Black and Latino children toas Black and Latino children to
receive prescriptionsreceive prescriptions
–– Difference appears unrelated toDifference appears unrelated to

socio-demographic, access, or clinicalsocio-demographic, access, or clinical
factors, and may relate to parentalfactors, and may relate to parental
attitudesattitudes

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

11

Off-Label Uses andOff-Label Uses and
PolypharmacyPolypharmacy

12

““Off-labelOff-label”” use common use common

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

(Vitiello, 2001; Zito et al. 2003)
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13

75% of all medication use75% of all medication use
in children is off-labelin children is off-label

(Vitiello, 2001; Zito et al. 2003) 14

Concerns about off-label useConcerns about off-label use

““Bearing in mind that some off-Bearing in mind that some off-
label use is perfectly justifiable,label use is perfectly justifiable,
it is fair to say that much of itit is fair to say that much of it
is not justifiable. If there is notis not justifiable. If there is not
evidence presented to the FDAevidence presented to the FDA
about a given indication, it isabout a given indication, it is
certainly a user-bewarecertainly a user-beware
situation.situation.””

–– Jerry Jerry AvornAvorn, M, M..DD.,., Professor of Professor of
Pharmacology, Harvard Medical School,Pharmacology, Harvard Medical School,
and author, and author, Powerful MedicinesPowerful Medicines (2005) (2005)

15

PolypharmacyPolypharmacy common common

40% or more of all40% or more of all
psychiatric drug treatmentspsychiatric drug treatments
today involve today involve polypharmacypolypharmacy

(Bhatara et al. 2004; Olfson et al. 2002; Safer et al. 2003) 16

    PolypharmacyPolypharmacy::
concomitantconcomitant or  or multiplemultiple
psychotropic medicationpsychotropic medication
useuse

17

  Concomitant  Concomitant =  = ≥≥ 2 drugs 2 drugs
taken on the same daytaken on the same day

  Multiple  Multiple =  = ≥≥ 2 drugs taken 2 drugs taken
during a given periodduring a given period

18

Concerns about Concerns about polypharmacypolypharmacy

  Basic empirical support of efficacy  Basic empirical support of efficacy
in children is lacking for in children is lacking for mostmost
individualindividual medication classes medication classes

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

(Bhatara et al. 2004; Jensen et al. 1999; Martin et al. 2002; Vitiello, 2001)
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19

Increases behavioral toxicityIncreases behavioral toxicity

  Behavioral toxicity  Behavioral toxicity = =
  drug-induced adverse effects  drug-induced adverse effects

and behavioral changes,and behavioral changes,
including apathy, agitation,including apathy, agitation,
aggression, mania, suicidalaggression, mania, suicidal
ideation and psychosisideation and psychosis

(Safer, Zito & dosReis, 2003)
20

The The ““prescribing cascadeprescribing cascade””

Adverse effectsAdverse effects are often are often
confused with symptomsconfused with symptoms of of

disorders, leading to co-disorders, leading to co-
morbid diagnoses, and evenmorbid diagnoses, and even
more complex drug regimensmore complex drug regimens

(Safer, Zito & dosReis, 2003)

21(Safer, Zito & dosReis, 2003)

Examples of behavioral toxicityExamples of behavioral toxicity

22

MedicatingMedicating
PreschoolersPreschoolers

23

Similar patterns inSimilar patterns in
preschoolerspreschoolers

  Use of most classes of  Use of most classes of
psychotropicspsychotropics among 2-4 among 2-4
year-olds continues toyear-olds continues to
increaseincrease
–– Almost half of thoseAlmost half of those

receiving prescriptionsreceiving prescriptions
received two or morereceived two or more
medicationsmedications

(Coyle, 2000; Rappley, 2006; Zito et al. 2000) 24

Newer drugs top the list

  Fastest increases  Fastest increases
have been inhave been in
newer drugsnewer drugs
withoutwithout
establishedestablished
efficacy or safetyefficacy or safety
profilesprofiles

(Pathak et al. 2004; Rappley, 2006; Zito et al. 2000)
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25

20062006: more than 1,100: more than 1,100
Florida Medicaid childrenFlorida Medicaid children

under age 6 receivedunder age 6 received
atypical antipsychoticsatypical antipsychotics

(St. Petersburg Times, 2007)
26

ConcernsConcerns
Treatment of preschoolersTreatment of preschoolers

with psychiatric drugswith psychiatric drugs
has barely been studiedhas barely been studied

(Rappley, 2006 ; Vitiello, 2001; Waller et al. 2005; Zito et al. 2000)

27

Insufficient evidence toInsufficient evidence to……

•• Provide guidelines forProvide guidelines for
treatmenttreatment

•• Establish efficacy ofEstablish efficacy of
treatmenttreatment

•• Guarantee safe useGuarantee safe use
•• Evaluate short- and long-Evaluate short- and long-

term consequences onterm consequences on
developmentdevelopment

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

29

Youths in Foster CareYouths in Foster Care
More likely to be medicatedMore likely to be medicated

30

March 13, 2007
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31

  Children in child welfare settings  Children in child welfare settings
are are 2 and 3 times more likely2 and 3 times more likely to to
be medicated than children in thebe medicated than children in the
general communitygeneral community

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

National foster careNational foster care

32

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

Group homesGroup homes

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

33

Concerns in FloridaConcerns in Florida

  Reports in 2001 and 2003  Reports in 2001 and 2003
highlighted problems with:highlighted problems with:
–– Medication without signed consentMedication without signed consent
–– Medication without medicalMedication without medical

evaluations and proper follow-upevaluations and proper follow-up
monitoringmonitoring

–– High rates of High rates of polypharmacypolypharmacy

(Green, Hawkins & Hawkins, 2005; Florida Statewide Advocacy Council, 2003)
34

Florida concerns led to lawFlorida concerns led to law

  Senate Bill 1090 introduced in  Senate Bill 1090 introduced in
2005 to restrict the state2005 to restrict the state’’s abilitys ability
to medicate foster childrento medicate foster children
without the proper consent ofwithout the proper consent of
their parents or a judge andtheir parents or a judge and
required improved tracking ofrequired improved tracking of
these childrenthese children

35

““No List of Kids on Mood DrugsNo List of Kids on Mood Drugs””

      Child welfare officials acknowledgedChild welfare officials acknowledged
lacking an accurate list of children inlacking an accurate list of children in
state care receiving psychiatric drugsstate care receiving psychiatric drugs
–– Advocates called use of these drugs inAdvocates called use of these drugs in

children children ““chemical restraintschemical restraints”” used to used to
control behaviorcontrol behavior

(September, 2006)

36

Part BPart B

Public Health ConcernsPublic Health Concerns
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37 38

StimulantsStimulants:  3.6 million:  3.6 million
AntidepressantsAntidepressants: 2 million: 2 million
AnticonvulsantsAnticonvulsants: 900,000: 900,000
AntipsychoticsAntipsychotics: 540,000: 540,000

(Medco Health Solutions, 2006)

Numbers of American childrenNumbers of American children
on on psychotropicspsychotropics: 2006: 2006

39

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

40

  2004  2004: FDA issued a : FDA issued a ““Public HealthPublic Health
AdvisoryAdvisory”” about  about all antidepressantsall antidepressants,,
warning of drug-induced:warning of drug-induced:
–– Anxiety and panic attacksAnxiety and panic attacks
–– Agitation and insomniaAgitation and insomnia
–– Irritability and hostilityIrritability and hostility
–– Impulsivity and severe restlessnessImpulsivity and severe restlessness
–– Mania and hypomaniaMania and hypomania

41

  FDA   FDA ““black boxblack box”” warns warns::
    ““Antidepressants increase theAntidepressants increase the

risk of suicidal thinking andrisk of suicidal thinking and
behavior (behavior (suicidalitysuicidality) in short-) in short-
term studies in children andterm studies in children and
adolescents with Majoradolescents with Major
Depressive Disorder and otherDepressive Disorder and other
psychiatric disorderspsychiatric disorders””

42

2005: FDA extends 2005: FDA extends ““black boxblack box””
warnings to children andwarnings to children and
adolescentsadolescents

2007: FDA extends 2007: FDA extends ““black boxblack box””
warnings to young adults 18-24warnings to young adults 18-24
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43

AntipsychoticsAntipsychotics

Skyrocketing numbersSkyrocketing numbers
despite safety concernsdespite safety concerns

44

45 46

Antipsychotics = Fastest riseAntipsychotics = Fastest rise
      Number of non-institutionalized 6-Number of non-institutionalized 6-

18 year-olds on antipsychotics:18 year-olds on antipsychotics:

19931993::     50,000  50,000
20022002:: 532,000532,000

(Olfson et al. 2006)

47

  More than   More than 18,000 kids18,000 kids on Florida on Florida
Medicaid prescribed atypicalMedicaid prescribed atypical
antipsychotics in 2006antipsychotics in 2006

(2007)

48

Nationwide, antipsychoticsNationwide, antipsychotics
typically prescribed to childrentypically prescribed to children

for non-psychotic conditionsfor non-psychotic conditions

Most frequent diagnosesMost frequent diagnoses::
–– disruptive behavior disorders,disruptive behavior disorders,

including ADHD (38%), and moodincluding ADHD (38%), and mood
disorders (32%)disorders (32%)

(Olfson et al. 2006)
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49

20062006: Only 8% of: Only 8% of
Florida MedicaidFlorida Medicaid
children receivingchildren receiving
antipsychoticsantipsychotics
had a diagnosis ofhad a diagnosis of
psychosispsychosis
–– Half wereHalf were

diagnosed withdiagnosed with
attention orattention or
conduct disordersconduct disorders

(2007)

In Florida tooIn Florida too……

50

Antipsychotics =Antipsychotics =
polypharmacypolypharmacy

 77% to 86% of youths77% to 86% of youths
taking antipsychoticstaking antipsychotics

do so with other drugsdo so with other drugs

(Medco, 2006; Olfson et al. 2006)

51

Safety and efficacySafety and efficacy
unknownunknown

   ““We donWe don’’t know the first thing aboutt know the first thing about
safety and efficacy of these drugs even bysafety and efficacy of these drugs even by
themselves in these young ages, let alonethemselves in these young ages, let alone
when they are mixed togetherwhen they are mixed together..””
Dr. Steven Hyman, former NIMH director, Harvard University provostDr. Steven Hyman, former NIMH director, Harvard University provost

(2006)

52

Adverse effects of Adverse effects of ““atypicalsatypicals””

(Correll, 2006; USA Today, 2006)

53

““Doctors need to be judicious whenDoctors need to be judicious when
prescribing antipsychotic drugs toprescribing antipsychotic drugs to

children. The use of these drugs canchildren. The use of these drugs can
have the pediatric patient trading ahave the pediatric patient trading a
behavioral condition for a lifelongbehavioral condition for a lifelong

metabolic condition that can lead tometabolic condition that can lead to
significant health complicationssignificant health complications””

——RobertRobert Epstein Epstein,,  M.DM.D.,., chief medical officer, Medco chief medical officer, Medco

54

Part CPart C

Expenditures SoarExpenditures Soar
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55 56

  2004  2004: 17% of total drug: 17% of total drug
spending for children was forspending for children was for
psychotropicspsychotropics
–– greater than cost ofgreater than cost of
antibiotics and asthma drugsantibiotics and asthma drugs

(2004)

57

  Medicaid-enrolled children are  Medicaid-enrolled children are
more likely to:more likely to:
–– Receive Receive psychotropicspsychotropics
–– Be treated with multipleBe treated with multiple

medicationsmedications
–– Receive medications as soleReceive medications as sole

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

State insurance increasesState insurance increases
likelihood of medicationlikelihood of medication

58

  1996-2001  1996-2001: increased most: increased most
dramatically in these Medicaiddramatically in these Medicaid
populations:populations:
–– Preschool children (61%)Preschool children (61%)
–– Ages 6-12 (93%)Ages 6-12 (93%)
–– Ages 13-18 (116%)Ages 13-18 (116%)

Use of newer antipsychoticsUse of newer antipsychotics
grows fastergrows faster

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

59

Medicaid paysMedicaid pays
more formore for
psychotropicpsychotropic
drugs than otherdrugs than other
Federal buyersFederal buyers……

60

Medicaid programs struggleMedicaid programs struggle
to contain coststo contain costs

  1997   1997 –– 2004: 2004: Tripling of Medicaid Tripling of Medicaid
spending on spending on psychotropicspsychotropics
attributed to the expanding use ofattributed to the expanding use of
expensive expensive atypical antipsychoticsatypical antipsychotics

(Duggan, 2005; Stagnitti, 2007; OIG, 2003)
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61

Antipsychotics top MedicaidAntipsychotics top Medicaid
spending on psychiatric drugsspending on psychiatric drugs

  10 state Medicaid programs  10 state Medicaid programs
paid $562 million on 25paid $562 million on 25
psychotropic drugspsychotropic drugs
–– 67% of this total spent on nine67% of this total spent on nine

antipsychoticsantipsychotics

(Duggan, 2005; OIG, 2003; Stagnitti, 2007)
62

Average prescription price forAverage prescription price for
top 2 antipsychotics,top 2 antipsychotics,

1993 vs. 20011993 vs. 2001

19931993: : HaldolHaldol, , MellarilMellaril =   =  $29$29

2001:2001:  ZyprexaZyprexa, , RisperdalRisperdal =  = $286$286

(Duggan, 2005)

63

Florida MedicaidFlorida Medicaid
(fee-for-service) spending(fee-for-service) spending
on atypical antipsychoticon atypical antipsychotic

drugs, 2002-2007drugs, 2002-2007

$1.1 billion$1.1 billion
(Farley, R., St. Petersburg Times, April 12, 2008) 64

Part DPart D

Conclusions andConclusions and
RecommendationsRecommendations

65

Usage is increasingUsage is increasing
    Usage of all psychiatric drugUsage of all psychiatric drug

classes has skyrocketed duringclasses has skyrocketed during
past decade in all age groups,past decade in all age groups,
all ethnic/racial groups, allall ethnic/racial groups, all
settingssettings

66

Ongoing debateOngoing debate
  Debate persists on whether  Debate persists on whether

disorders are under- or over-disorders are under- or over-
diagnosed, and under- or over-diagnosed, and under- or over-
treated, with heated argumentstreated, with heated arguments
from supporters and critics infrom supporters and critics in
professional and public discourseprofessional and public discourse
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67

Supporters argueSupporters argue……

•• Up to 1/5 of youth have aUp to 1/5 of youth have a
““DSM-diagnosable disorderDSM-diagnosable disorder””

•• Popularly-accepted causes ofPopularly-accepted causes of
disorders are neurobiologicaldisorders are neurobiological

•• Medications remove Medications remove ““blameblame””
•• Stimulants greatly impactStimulants greatly impact

ADHD-like behaviorADHD-like behavior

68

Critics replyCritics reply……
•• Medication use outpaces researchMedication use outpaces research

evidenceevidence
•• Growing use leads to increase inGrowing use leads to increase in

pediatric adverse effectspediatric adverse effects
•• Medicating the developing brainMedicating the developing brain

may lead to long-term negativemay lead to long-term negative
changes in functioningchanges in functioning

•• NoNo  pathophysiologicalpathophysiological variable is variable is
associated with any DSM disorderassociated with any DSM disorder

69

Fastest rise: AntipsychoticsFastest rise: Antipsychotics
  Antipsychotics with serious  Antipsychotics with serious

adverse effects growing fasteradverse effects growing faster
than any other drug classthan any other drug class
–– More frequently used inMore frequently used in

polypharmacypolypharmacy and for non- and for non-
psychotic disorders, with nopsychotic disorders, with no
research evidenceresearch evidence

70

Racial issuesRacial issues
  Black children  Black children: fastest-growing: fastest-growing

group being prescribedgroup being prescribed
antipsychoticsantipsychotics
–– Increase related to enormous rise inIncrease related to enormous rise in

the diagnosis of bipolar disorder in thisthe diagnosis of bipolar disorder in this
populationpopulation

71

Soaring State MedicaidSoaring State Medicaid
spendingspending

  Largest spending increases on  Largest spending increases on
antipsychoticsantipsychotics
–– Until now, states appear unableUntil now, states appear unable

to contain such fast-rising drugto contain such fast-rising drug
costscosts

72

Young childrenYoung children
   Children are particularly   Children are particularly

vulnerable to harm byvulnerable to harm by
psychiatric drugs because theirpsychiatric drugs because their
brains are still developingbrains are still developing

   Research is needed to track   Research is needed to track
subtle changes in childrensubtle changes in children’’ss
developing personality resultingdeveloping personality resulting
from drugfrom drug’’s impact on brains impact on brain
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73

Children in foster careChildren in foster care
  Little empirical evidence exists to  Little empirical evidence exists to

support the use of drugsupport the use of drug
interventions in traumatizedinterventions in traumatized
childrenchildren
–– Clinicians need to considerClinicians need to consider

risk/benefit analysis of drugs vs.risk/benefit analysis of drugs vs.
evidence of effective psychosocialevidence of effective psychosocial
interventionsinterventions

74

Children in foster careChildren in foster care
  Experts recommend antipsychotics  Experts recommend antipsychotics

should notshould not be considered first-line be considered first-line
treatment for childhood traumatreatment for childhood trauma
because of their serious adversebecause of their serious adverse
effectseffects

75

A Critical Curriculum
on Psychotropic Medications

Module 2

The EndThe End

www.CriticalThinkRx.org 
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CriticalThinkRxCriticalThinkRx was made was made 

possible by a grant from the possible by a grant from the 

Attorneys General Consumer and Attorneys General Consumer and 

Prescriber Grant Program, Prescriber Grant Program, 

funded by the multifunded by the multi--state state 
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Module 3Module 3

The Drug Approval The Drug Approval 

ProcessProcess

55

Part APart A

The FDA  The FDA  

and Drug Regulationand Drug Regulation

66

All drugs intended for All drugs intended for 
prescription in this country prescription in this country 
must be must be approvedapproved by the by the 
U.S. Food & Drug U.S. Food & Drug 
Administration (FDA)Administration (FDA)
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77

There are huge There are huge 
financial and health financial and health 

stakes in drug stakes in drug 
approvalsapprovals

88

The FDA was The FDA was established by established by 
Congress in 1906 to enforce Congress in 1906 to enforce 
standards on purity of standards on purity of 
medicinal compoundsmedicinal compounds

Today, the FDAToday, the FDA’’s s Center for Center for 
Drug Evaluation and ResearchDrug Evaluation and Research
((CDERCDER) oversees testing and ) oversees testing and 
approval of medicationsapproval of medications

99

The CDER conducts no drug tests The CDER conducts no drug tests 
of its ownof its own——drug firms (sponsors) drug firms (sponsors) 
pay for and conduct all testspay for and conduct all tests

Based on data submitted by Based on data submitted by 
sponsors, CDER judges a drugsponsors, CDER judges a drug’’s s 
““efficacyefficacy”” and and ““safetysafety””

((AvornAvorn, 2004), 2004)

1010

Some FDA mandatesSome FDA mandates

�� grant permissiongrant permission to test drugs on humansto test drugs on humans

�� review datareview data on safety and efficacyon safety and efficacy

�� set criteriaset criteria for drug approvalfor drug approval

�� grant or deny approvalgrant or deny approval of new drugsof new drugs

�� require more studiesrequire more studies, disclosure of risks, disclosure of risks

�� impose finesimpose fines on drug makerson drug makers

�� order drugs removedorder drugs removed from market from market 

1111

1938 Federal Food, Drug 1938 Federal Food, Drug 

and Cosmetic Act:and Cosmetic Act:

Basis for FDA regulation of drugs Basis for FDA regulation of drugs 

–– Passed after 100 deaths in 1937 Passed after 100 deaths in 1937 
from a toxin in a batch of sulfa from a toxin in a batch of sulfa 
drugsdrugs

((BallentineBallentine, no date), no date)
1212

FDAFDA’’s drug testing rules s drug testing rules 
tightened after tightened after 

thalidomidethalidomide, prescribed to , prescribed to 
pregnant women in Europe pregnant women in Europe 
in 1960, caused birth in 1960, caused birth 

defectsdefects
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1313

As a result, 1962 amendments to As a result, 1962 amendments to 
Food, Drug, & Cosmetic Act Food, Drug, & Cosmetic Act of of 
1938 required sponsors to:1938 required sponsors to:
��demonstrate efficacy in controlled demonstrate efficacy in controlled 
trialstrials

��report serious adverse effects to report serious adverse effects to 
FDA FDA 

��list all known risks (on drug label list all known risks (on drug label 
and in drug ads to doctors)and in drug ads to doctors)

1414

More recent FDA laws have More recent FDA laws have 
been controversialbeen controversial

Some scientists, advocacy Some scientists, advocacy 
groups, and legislators often groups, and legislators often 
accuse the FDA of treating accuse the FDA of treating 
industryindustry, not the public, as , not the public, as 
its clientits client

(Hawthorne, 2005; (Hawthorne, 2005; SharavSharav, 2007), 2007)

1515

Prescription Drug User Prescription Drug User 
Fee Act,Fee Act, 19921992

To speed up approval times, To speed up approval times, 
FDA collects fees from FDA collects fees from 
sponsorssponsors

User fees now make up over   User fees now make up over   
50% of 50% of CDERCDER’’ss budgetbudget

((AvornAvorn, 2007), 2007)
1616

Impact of user feesImpact of user fees

Since 1992 and the birth of Since 1992 and the birth of 
user fees, the FDA has slashed user fees, the FDA has slashed 
its own testing laboratories and its own testing laboratories and 
network of independent drug network of independent drug 
safety experts in favor of hiring safety experts in favor of hiring 
more people to approve drugs more people to approve drugs 
for the pharmaceutical industryfor the pharmaceutical industry

(Harris, 2004)(Harris, 2004)

1717

““User fees have undoubtedly User fees have undoubtedly 
constrained the FDAconstrained the FDA’’s s 

independence and influenced independence and influenced 
its decisions.its decisions.””

Marcia AngellMarcia Angell, former editor, , former editor, New New 

England Journal of MedicineEngland Journal of Medicine

1818

Draft Guidance on DirectDraft Guidance on Direct--toto--
Consumer AdvertisingConsumer Advertising, 1997, 1997

After 15 years of industry pressure, the After 15 years of industry pressure, the 
FDA allowed sponsors to advertise FDA allowed sponsors to advertise 
prescription drugs directly to consumersprescription drugs directly to consumers

–– DTCA is praised for providing drug DTCA is praised for providing drug 

information to consumersinformation to consumers

–– DTCA is criticized for DTCA is criticized for increasing drug costs increasing drug costs 

and promoting least effective drugsand promoting least effective drugs

((GelladGellad & Lyles, 2007; & Lyles, 2007; HollonHollon, 1999), 1999)
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1919

Pediatric Research Equity ActPediatric Research Equity Act, 2003 , 2003 

& & Pediatric Exclusivity ActPediatric Exclusivity Act, 2004, 2004

FDA can request studies to be conducted FDA can request studies to be conducted 
on children, giving sponsors an on children, giving sponsors an extra 6 extra 6 
months of exclusive marketing for every months of exclusive marketing for every 
drug studied  drug studied  

–– Acts are praised for stimulating research on Acts are praised for stimulating research on 

drug effects and indications in childrendrug effects and indications in children

–– Acts are criticized for Acts are criticized for grivinggriving drug firms drug firms 

unneeded profits and using kids as guinea unneeded profits and using kids as guinea 

pigs for unnecessary drug testingpigs for unnecessary drug testing

2020

Part BPart B

FDAFDA’’s s 

Drug Approval ProcessDrug Approval Process

2121

Few drugs make it to marketFew drugs make it to market

5,000 molecules screened in the 5,000 molecules screened in the 
lab = 1 obtains FDA approval as a lab = 1 obtains FDA approval as a 
medicationmedication

From start to finish, sponsor will From start to finish, sponsor will 
spend $100 spend $100 -- $400 million to obtain $400 million to obtain 
FDA approval FDA approval 

(Goozner, 2004; Ng, 2004)
2222

FDA requires that drugs FDA requires that drugs 
intended for prescription intended for prescription 
undergo preundergo pre--clinical and clinical and 
clinical testingclinical testing

2323

PrePre--clinical testing: clinical testing: 

22--4 years4 years

A promising molecule is A promising molecule is 
tested in laboratory and on tested in laboratory and on 
animals animals 
–– to establish its main biological to establish its main biological 
activity and activity and 

–– to rule out that it causes to rule out that it causes 
cancer, mutations, and birth cancer, mutations, and birth 
defectsdefects

2424

If drug remains promising after If drug remains promising after 
prepre--clinical testing, sponsor clinical testing, sponsor 
may apply to start clinical may apply to start clinical 
trials on humanstrials on humans
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2525

Phase I trials: 1Phase I trials: 1--2 years2 years

Drug is given to 20Drug is given to 20--80 80 healthy healthy 
volunteers to establish safe volunteers to establish safe 
dosage levels, main adverse dosage levels, main adverse 
effects, effects, ““abuse potentialabuse potential””

2626

Phase II trials: 2Phase II trials: 2--3 years3 years

Drug is given to 300Drug is given to 300--500 500 people people 
with the illness for which the with the illness for which the 
drug is supposed to be drug is supposed to be 
marketedmarketed

–– The goal is to show promising The goal is to show promising 
therapeutic effects in order to therapeutic effects in order to 
justify the next phase of trialsjustify the next phase of trials

2727

Phase III trials: 2Phase III trials: 2--4 years4 years

In In randomized controlled trialsrandomized controlled trials

((RCTsRCTs), 1000), 1000--3000 diagnosed 3000 diagnosed 
patients from many sites are patients from many sites are 
randomlyrandomly assigned to receive assigned to receive 
either the drug or a placeboeither the drug or a placebo

–– Neither investigators nor patients Neither investigators nor patients 
are supposed to know who is are supposed to know who is 
receiving what (receiving what (““doubledouble--blindblind””))

2828

FDA approval requires FDA approval requires onlyonly 22
positive Phase III trials, even if positive Phase III trials, even if 
more trials are negativemore trials are negative

PositivePositive trialtrial: on a symptom : on a symptom 
rating scale, drugrating scale, drug--treated treated 
group shows group shows statistically statistically 
significantsignificant advantage over advantage over 
placeboplacebo--treated grouptreated group

(FDA, 1998)(FDA, 1998)

2929

A drug showing A drug showing ““efficacyefficacy””

��has shown has shown <5% chance of being <5% chance of being 
worse than placeboworse than placebo

��hashas notnot shown that it helps shown that it helps 
patientpatient’’s condition to remit, or s condition to remit, or 
that it works betterthat it works better than another than another 
drugdrug

((AvornAvorn, 2004), 2004)
3030

With 2 positive Phase III trials, With 2 positive Phase III trials, 
sponsor can make a sponsor can make a New Drug New Drug 

Application (NDA)Application (NDA), requesting , requesting 
FDA approval to market drug FDA approval to market drug 
for a specific for a specific indicationindication and and 
age groupage group covered in the trialscovered in the trials
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3131

FDA reviews preFDA reviews pre--clinical and clinical and 
clinical studies and decides clinical studies and decides 
whether the drugwhether the drug’’s benefits s benefits 
outweigh outweigh itsits risksrisks

Drug must also receive an Drug must also receive an 

approved approved drug labeldrug label

3232

Drug labelDrug label

Label summarizes information from preLabel summarizes information from pre--
clinical and clinical trialsclinical and clinical trials

Exact contents are Exact contents are negotiatednegotiated in private in private 
by FDA and sponsorby FDA and sponsor

A shortened form must appear in all A shortened form must appear in all 
drug packaging and advertising, drug packaging and advertising, 
except broadcastexcept broadcast

Label is considered the authoritative Label is considered the authoritative 
drug informationdrug information

3333

Phase IV trials: Phase IV trials: 

PostPost--marketing surveillancemarketing surveillance

As a condition for approval, FDA As a condition for approval, FDA 
usually requests sponsor to usually requests sponsor to 
conduct postconduct post--marketing trialsmarketing trials

These trials evaluate the drug under These trials evaluate the drug under 
ordinary conditions, with ordinary ordinary conditions, with ordinary 
patientspatients

Phase IV trials give more realistic Phase IV trials give more realistic 
view of drugview of drug’’s harms and benefitss harms and benefits

3434

Part CPart C

Limitations of Limitations of 

Clinical TrialsClinical Trials

3535

To discover new drugs for To discover new drugs for 

physical diseasesphysical diseases

Researchers start with a Researchers start with a targettarget

of drug action identifiedof drug action identified by by 
understanding how a disease understanding how a disease 
affects the body at the affects the body at the 
cellular/molecular levelscellular/molecular levels

3636

Not the same process for Not the same process for 

mental disordersmental disorders……

Cellular/molecular biology of mental Cellular/molecular biology of mental 
disorders is disorders is unknownunknown——drugs tested for drugs tested for 
these problems donthese problems don’’t target t target known known 
biological anomaliesbiological anomalies

These drugs are selected based on their These drugs are selected based on their 
effects on animal behavior effects on animal behavior andand
expected effects on peopleexpected effects on people’’s s 

complaints and behaviorcomplaints and behavior

(Moncrieff & Cohen, 2005)(Moncrieff & Cohen, 2005)
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3737

To repeat To repeat –– mental and emotional mental and emotional 
problems problems are notare not equivalent to equivalent to 
physical diseasesphysical diseases

No cause has been shown to be No cause has been shown to be 
exclusively biologicalexclusively biological

There is There is no biological markerno biological marker for any for any 
DSM DSM ““primary mental disorder,primary mental disorder,””
including schizophreniaincluding schizophrenia

No biological markers existNo biological markers exist

((CharneyCharney et al., 2002)et al., 2002) 3838

Flaws in clinical trialsFlaws in clinical trials

Analysts and critics have revealed Analysts and critics have revealed 
many problems with the design and many problems with the design and 
conduct of clinical trials of conduct of clinical trials of 
psychotropic drugspsychotropic drugs

Overall conclusionOverall conclusion: : 

Clinical trials do not provide definite basis Clinical trials do not provide definite basis 
to determine benefits or risks of drugsto determine benefits or risks of drugs

(Cohen, 2002; Safer, 2002)(Cohen, 2002; Safer, 2002)

3939

Trials at all phases neglect Trials at all phases neglect 

most psychoactive effectsmost psychoactive effects

PracticePractice: Trials focus on measuring : Trials focus on measuring 
narrowly selected complaints and narrowly selected complaints and 
behaviorbehavior

ProblemProblem: Main psychological : Main psychological 
alterations produced by drugs alterations produced by drugs 
remain unknownremain unknown

(Jacobs & Cohen, 1999; Cohen & Jacobs, 2007)(Jacobs & Cohen, 1999; Cohen & Jacobs, 2007)
4040

Phase II & III trials are Phase II & III trials are 

very shortvery short

PracticePractice: Most last only 3: Most last only 3--8 weeks, 8 weeks, 
and up to 70% of subjects drop and up to 70% of subjects drop 
out before trialout before trial’’s ends end

ProblemProblem: Only some acute effects : Only some acute effects 
are detectedare detected——not those emerging not those emerging 
over a longer timeover a longer time

(Cohen & Jacobs, 2007)(Cohen & Jacobs, 2007)

4141

Subjects are wrongly assumed Subjects are wrongly assumed 

to have the to have the ““samesame”” disorderdisorder
PracticePractice: In a depression drug trial, a subject : In a depression drug trial, a subject 
meeting DSM criteria for depression is meeting DSM criteria for depression is 
eligibleeligible

ProblemProblem: 200 distinct symptom combinations = : 200 distinct symptom combinations = 
DSM diagnosis of depressionDSM diagnosis of depression

Also, subjects usually meet DSM criteria for Also, subjects usually meet DSM criteria for 
severalseveral diagnosesdiagnoses

The The ““samenesssameness”” of subjectsof subjects’’ problemsproblems——
needed for a valid comparison of needed for a valid comparison of 
treatmentstreatments——is not establishedis not established

((BeutlerBeutler & & MalikMalik, 2002; Cohen & Jacobs, 2007; , 2002; Cohen & Jacobs, 2007; EmslieEmslie et al. 2002)et al. 2002) 4242

Inert pills are used as Inert pills are used as 

comparisonscomparisons
PracticePractice: Drugs with psychoactive effects are : Drugs with psychoactive effects are 
compared to inert compared to inert sugarsugar pillspills

ProblemProblem: Placebos can be active (causing : Placebos can be active (causing 
physical sensations) or inert (no sensations)physical sensations) or inert (no sensations)

Because they are more powerful, active Because they are more powerful, active 
placebos are almost never usedplacebos are almost never used

Also, sponsors routinely screen and exclude Also, sponsors routinely screen and exclude 
placebo responders from clinical trialsplacebo responders from clinical trials

((AbboudAbboud, 2004; Fisher & Greenberg, 2003), 2004; Fisher & Greenberg, 2003)
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4343

The The ““blindblind”” is often is often 

brokenbroken
PracticePractice: It: It’’s assumed that patients s assumed that patients 
and investigators are and investigators are ““blindblind”” to to 
treatment statustreatment status

ProblemProblem: Obvious side effects in drug: Obvious side effects in drug--
treated subjects cue everyone about treated subjects cue everyone about 
which treatment theywhich treatment they’’re getting. re getting. 
This breaks the This breaks the ““blindblind””——making making 
objective studies impossibleobjective studies impossible

(Fisher & Greenberg, 1993)(Fisher & Greenberg, 1993)
4444

High doses of comparison High doses of comparison 

drugs are useddrugs are used

PracticePractice: When comparing a new drug to : When comparing a new drug to 
an older drug, very high doses of the an older drug, very high doses of the 
older drug are usedolder drug are used

ProblemProblem: The older drug produces more : The older drug produces more 
side effects, making the newer drug side effects, making the newer drug 
appear saferappear safer

(Geddes et al., 2000)(Geddes et al., 2000)

4545

Outcomes are researcherOutcomes are researcher--rated rated 

rather than patientrather than patient--ratedrated

PracticePractice: Main outcome measures : Main outcome measures 
are rated by are rated by researchersresearchers

ProblemProblem: In all Phase III pediatric : In all Phase III pediatric 
trials of antidepressants, trials of antidepressants, not onenot one

ofof 10 10 parentparent-- or childor child--ratedrated scales scales 
showed advantage for the drugshowed advantage for the drug

(Jureidini et al., 2004) 4646

Adverse effects are Adverse effects are 

carelessly investigatedcarelessly investigated

PracticePractice: Most trials elicit side effects : Most trials elicit side effects 
by asking subjects general questions by asking subjects general questions 
once a week, or waiting for subjects once a week, or waiting for subjects 
to report them to report them spontaneouslyspontaneously

ProblemProblem: This : This underestimatesunderestimates rates of rates of 
side effects, especially psychological side effects, especially psychological 
and behavioral ones, giving false and behavioral ones, giving false 
impression of drugimpression of drug’’s safetys safety

(Greenhill et al., 2003)(Greenhill et al., 2003)

4747

Adverse effects are Adverse effects are 

mismis--codedcoded

PracticePractice: Sponsor decides which : Sponsor decides which 
effects qualify as effects qualify as ““adverse drug adverse drug 
eventsevents”” and how to name themand how to name them

ProblemProblem: Many adverse events are : Many adverse events are 
coded as something else, giving coded as something else, giving 
false impression of drugfalse impression of drug’’s safetys safety

((BregginBreggin, 2002), 2002)
4848

StratteraStrattera pediatric trialpediatric trial::
MisMis--coding why patients dropped out coding why patients dropped out 

Adverse Adverse 
EventEvent

Physician Physician 
DecisionDecision

““Increasing behavior problems, Increasing behavior problems, 
worsening oppositional worsening oppositional 
behavior; depressionbehavior; depression””

Adverse Adverse 
EventEvent

Protocol Protocol 
ViolationViolation

““Parents felt Parents felt ‘‘too many side too many side 
effectseffects’’; stopped drug early; ; stopped drug early; 
Abdominal pain, nausea, Abdominal pain, nausea, 

anxietyanxiety””

How it was How it was 

rree--coded coded 

after FDA after FDA 

reanalysisreanalysis

How the How the 

sponsorsponsor

coded itcoded it
What the researcher wroteWhat the researcher wrote

((Lillytrials.comLillytrials.com, 2007), 2007)
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4949

PostPost--treatment ratings treatment ratings 

unreportedunreported

PracticePractice: Sponsor gathers data for weeks : Sponsor gathers data for weeks 
afterafter subjects stop treatment, but does subjects stop treatment, but does 
not submit them to FDAnot submit them to FDA

ProblemProblem: How subjects rate their : How subjects rate their 
treatment treatment once theyonce they’’re offre off drugsdrugs may may 
contradict their ratings while contradict their ratings while onon drugs. drugs. 
This discrepancy is rarely discussed or This discrepancy is rarely discussed or 
exploredexplored

(Healy & (Healy & FarqharFarqhar, 1998), 1998) 5050

PostPost--marketing trials marketing trials 

rarely conductedrarely conducted

As of late 2006, more than 70% of As of late 2006, more than 70% of 
promised Phase IV trials had not yet promised Phase IV trials had not yet 
startedstarted……

((AvornAvorn, 2007), 2007)

5151

The preceding limitations of The preceding limitations of 
clinical trials give clinicians and clinical trials give clinicians and 
policymakers false ideas about policymakers false ideas about 
how medications can help and how how medications can help and how 
they can harm peoplethey can harm people

–– FDA approval by itself does not FDA approval by itself does not 
guarantee that a drug is either guarantee that a drug is either safesafe

or or efficaciousefficacious for its intended usesfor its intended uses

(Strom, 2006)(Strom, 2006)
5252

The increasing The increasing 

involvement of industry involvement of industry 

in clinical trials has in clinical trials has 

further muddled this further muddled this 

worrisome situationworrisome situation

5353

Part DPart D

Blurring Science Blurring Science 

and Marketingand Marketing

Huge payoffs can follow an Huge payoffs can follow an 

FDA drug approvalFDA drug approval

ZyprexaZyprexa sales since 1996: sales since 1996: $20 billion$20 billion

These create enormous incentives to These create enormous incentives to 
turn clinical trials into marketing toolsturn clinical trials into marketing tools

(Smith, 2005)(Smith, 2005)
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5555

For the FDAFor the FDA, a clinical trial is , a clinical trial is 
a limited test of the a limited test of the 
efficacy of a productefficacy of a product

For the sponsorFor the sponsor, it, it’’s a ticket s a ticket 
to get its product past the to get its product past the 
FDA hurdleFDA hurdle——and possibly to and possibly to 
blockbuster statusblockbuster status

(Smith, 2003)(Smith, 2003) 5656

How sponsors turn trials into How sponsors turn trials into 

marketing toolsmarketing tools

�� design studies solely to get design studies solely to get 
positive results positive results 

�� suppress and twist negative suppress and twist negative 
resultsresults

�� publish positive results multiple publish positive results multiple 
timestimes

(Quick, 2001)

5757

““According to the published literature, According to the published literature, 
it appeared that 94% of the trials it appeared that 94% of the trials 

conducted were positive. By contrast, conducted were positive. By contrast, 
the FDA analysis showed that 51% the FDA analysis showed that 51% 

were positive.were positive.””

(2008) (2008) 
5858

Contract Research Contract Research 

Organizations (Organizations (CROsCROs))

To get drugs approved by the FDA, To get drugs approved by the FDA, 
sponsors outsource clinical trials to sponsors outsource clinical trials to 
CROsCROs, a $15 billion/year business, a $15 billion/year business

These private firms make it easier to:These private firms make it easier to:

–– Enroll thousands of subjectsEnroll thousands of subjects

–– Conduct more multiConduct more multi--site trialssite trials

–– Shield trials from public scrutinyShield trials from public scrutiny

((HunleyHunley, 2007), 2007)

5959

Conflicts in researchConflicts in research

““It's a house of cards built on a It's a house of cards built on a 
fundamental conflict of interest. fundamental conflict of interest. 

The problem is that drug The problem is that drug 
companies have inordinate companies have inordinate 

influence over the evaluation of influence over the evaluation of 
their own products. That, on the their own products. That, on the 
face of it, doesn't make sense.face of it, doesn't make sense.””
–– Marcia AngellMarcia Angell, former editor, , former editor, New England Journal of MedicineNew England Journal of Medicine, , 

author, author, The Truth About the Drug CompaniesThe Truth About the Drug Companies
6060

FunderFunder’’s drugs s drugs 

come out aheadcome out ahead

In 90% of studies pitting one In 90% of studies pitting one 
newer antipsychotic against newer antipsychotic against 

another, the best drug was the another, the best drug was the 
study sponsorstudy sponsor’’s drugs drug

(Heres et al., 2006)
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6161

Independent studies donIndependent studies don’’t t 

favor newer drugsfavor newer drugs

NIMHNIMH’’ss (CATIE) study compared 5  (CATIE) study compared 5  
antipsychotics in largest schizophrenia antipsychotics in largest schizophrenia 
trial. Older, cheaper drug worked as well trial. Older, cheaper drug worked as well 
(or as poorly)(or as poorly)

–– Regardless of drug, Regardless of drug, ¾¾ of patients stopped of patients stopped 
treatment because they did not improve or treatment because they did not improve or 
had intolerable side effects had intolerable side effects 

(Lieberman et al., 2005) 

““You You cannnotcannnot separate separate 
advertising and marketing from advertising and marketing from 

the science anymore.the science anymore.””

–– Arnold S. Arnold S. RelmanRelman, , MDMD, Professor Emeritus, Harvard , Professor Emeritus, Harvard 

Medical School, and former editor, Medical School, and former editor, New England New England 

Journal of MedicineJournal of Medicine

6363 6464

Part EPart E

Problems in Drug Problems in Drug 

Safety After MarketingSafety After Marketing

6565

Because of the limitations of Because of the limitations of 
clinical trials, detecting adverse clinical trials, detecting adverse 
effects from drugs falls to effects from drugs falls to postpost--
marketing surveillancemarketing surveillance, when , when 
drugs are commonly prescribed, drugs are commonly prescribed, 
and used for longer periods, in and used for longer periods, in 
more natural conditions, by more natural conditions, by 
more varied patientsmore varied patients

(Strom, 2006)(Strom, 2006)
6666

This is when most adverse This is when most adverse 
effects, and a more accurate effects, and a more accurate 
portrait of the drugportrait of the drug’’s risks risk--
benefit ratio, emergebenefit ratio, emerge

Yet such postYet such post--marketing marketing 
monitoring also appears spottymonitoring also appears spotty

((LasserLasser et al., 2002)et al., 2002)
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6767

Newer drugs more likely Newer drugs more likely 

to have hidden risksto have hidden risks

50% of warnings occur within 7 50% of warnings occur within 7 
years of a drugyears of a drug’’s introductions introduction

Half of the withdrawals occur Half of the withdrawals occur 
within 2 yearswithin 2 years

((LasserLasser et al., 2002)et al., 2002)
6868

Black Box WarningsBlack Box Warnings

If the adverse drug reaction is serious If the adverse drug reaction is serious 
enough to require extraordinary enough to require extraordinary 
monitoring or special screening, the monitoring or special screening, the 
FDA will ask the drug sponsor to insert FDA will ask the drug sponsor to insert 
a a ““black box warningblack box warning”” in all marketing in all marketing 
and product information to alert and product information to alert 
clinicians and consumers of the nature clinicians and consumers of the nature 
of the riskof the risk

6969

Safety questions are Safety questions are 

““answeredanswered”” postpost--marketingmarketing

51% of drugs get label changes 51% of drugs get label changes 

20% of drugs get new black box 20% of drugs get new black box 
warningswarnings

33--4% of drugs are withdrawn4% of drugs are withdrawn

(Strom, 2006)(Strom, 2006)

7070

Former and current FDA Former and current FDA 
officials, outside scientists, officials, outside scientists, 
and advocates for patients say and advocates for patients say 
the FDAthe FDA’’s efforts to monitor s efforts to monitor 
the ill effects of drugs on the the ill effects of drugs on the 

market are insufficientmarket are insufficient

7171

(December 3, 2007; http://www.usatoday.com/news/washington/2007-12-02-fda_N.htm)

(December 3, 2007; http://www.abcnews.go.com/WN/story?id=3947922)

7272

Example: Prozac, 2004Example: Prozac, 2004

Prozac was on the market Prozac was on the market 
for 17 years before FDA for 17 years before FDA 
warned of increased warned of increased 
suicidalitysuicidality

Sponsors of several Sponsors of several SSRIsSSRIs have have 
been accused of not been accused of not 

disclosing all the data from disclosing all the data from 
clinical trialsclinical trials
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7373

Example: Example: VioxxVioxx, 2004, 2004

VioxxVioxx was taken by 20 million was taken by 20 million 
Americans before Merck Americans before Merck 
withdrew it after links to heart withdrew it after links to heart 
attacks and strokesattacks and strokes

Merck accused of not disclosing Merck accused of not disclosing 
all the data from clinical trialsall the data from clinical trials

7474

MedwatchMedwatch

Serious Adverse Events (Serious Adverse Events (SAEsSAEs))

–– Fatal or lifeFatal or life--threatening, cause threatening, cause 
disability or require hospital staydisability or require hospital stay

Only 1% to 10% of all drugOnly 1% to 10% of all drug--related related 
SAEsSAEs are actually reported to are actually reported to 
the FDA through the FDA through MedWatchMedWatch

(Moore, Cohen & Furberg, 2007)

7575

Thousands die annuallyThousands die annually

Reports to Reports to MedwatchMedwatch of fatal of fatal 
drug reactions tripled between drug reactions tripled between 
19981998--2005 2005 

–– Over Over 80,00080,000 deaths suspected deaths suspected 
from medications were reported from medications were reported 
by health professionals and others by health professionals and others 
during that 7during that 7--year periodyear period

(Moore, Cohen & Furberg, 2007) 7676

26,000 deaths suspected to 26,000 deaths suspected to 

be linked to 15 drugs, be linked to 15 drugs, 

including:including:

3 antipsychotics and 3 antipsychotics and 

1 antidepressant 1 antidepressant 

ClozarilClozaril, , RisperdalRisperdal, , ZyprexaZyprexa, Paxil, Paxil

(Moore, Cohen & Furberg, 2007)

7777

(Moore, Cohen & Furberg, 2007)

7878

Part FPart F

Conclusions and Conclusions and 

RecommendationsRecommendations
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7979

FDAFDA’’s independence s independence 

in questionin question

As a result of inordinately close As a result of inordinately close 
ties to ties to drugmakersdrugmakers, the FDA , the FDA 
appears to have compromised appears to have compromised 
its independence and its its independence and its 
mandate to protect the public mandate to protect the public 
from dangerous products from dangerous products 

8080

Clinical trials provide skewed Clinical trials provide skewed 

portrait of drug risks and portrait of drug risks and 

benefitsbenefits
Predictable limitations of trials Predictable limitations of trials 
suggest that their positive suggest that their positive 
findings cannot generalize to findings cannot generalize to 
realreal--life clinical conditionslife clinical conditions

Trials are especially poor at Trials are especially poor at 
detecting adverse effectsdetecting adverse effects

8181

Most psychological alterations Most psychological alterations 

produced by drugs are unstudiedproduced by drugs are unstudied

DrugsDrugs’’ main psychological and main psychological and 
behavioral effects can remain behavioral effects can remain 
unknown even years after unknown even years after 
their approval by FDA and use their approval by FDA and use 
by millions of peopleby millions of people

8282

Clinical trials Clinical trials ≠≠ objective objective 

evaluations of drug effectsevaluations of drug effects

Excessive involvement of Excessive involvement of 
sponsors in testing drugs sponsors in testing drugs 
may have tainted the may have tainted the 
research process, turning research process, turning 
many clinical trials into many clinical trials into 
““infomercialsinfomercials””

8383

Conflicts of interest = Conflicts of interest = 

suppression of negative suppression of negative 

trial findingstrial findings

““Selective reporting of clinical Selective reporting of clinical 

trial results may have adverse trial results may have adverse 

consequences for researchers, consequences for researchers, 

study participants, health care study participants, health care 

professionals, and patients.professionals, and patients.””

(Turner et al. 2008)(Turner et al. 2008)
8484

Need for skepticism Need for skepticism 

and vigilanceand vigilance

Professionals should view Professionals should view 
announcements of clinical trial announcements of clinical trial 
findings with skepticism and findings with skepticism and 
review them criticallyreview them critically
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8585

Use new drugs cautiouslyUse new drugs cautiously

The first users of a newly marketed The first users of a newly marketed 
FDAFDA--approved drug are the true approved drug are the true 
research subjectsresearch subjects

Public CitizenPublic Citizen recommends waiting 7 recommends waiting 7 
years after marketing to use new drugsyears after marketing to use new drugs

““The public misunderstands drug safety, The public misunderstands drug safety, 
believing that a drug is safe at the time of believing that a drug is safe at the time of 

marketing.marketing.””

(Strom, 2006)(Strom, 2006) 8686

Your role in postYour role in post--marketing marketing 

surveillance?surveillance?

NonNon--medical professionals and medical professionals and 
consumers can play an consumers can play an 
important role in important role in observingobserving and and 
reportingreporting adverse drug reactions adverse drug reactions 
to FDA, thus helping to create a to FDA, thus helping to create a 
more accurate portrait of more accurate portrait of 
medications and their        medications and their        
impact on peopleimpact on people’’s livess lives

8787

A A Critical CurriculumCritical Curriculum

on Psychotropic Medicationson Psychotropic Medications

Module 3Module 3

The EndThe End

www.CriticalThinkRx.org
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A Critical Curriculum on 
Psychotropic Medications

A Critical Curriculum
on Psychotropic Medications

• Principal Investigator: 

– David Cohen, Ph.D.

• Professional Consultants:
– David O. Antonuccio, Ph.D. 

(psychology)

– Kia J. Bentley, Ph.D. (social 
work)

– R. Elliott Ingersoll, Ph.D.
(counseling & psychology)

– Stefan P. Kruszewski, M.D 
(psychiatry)

– Robert E. Rosen, J.D., Ph.D. 
(law)

• Research Coordinator: 

– Inge Sengelmann, M.S.W.

• Flash production and design:
– Sane Development, Inc., and Cooper 

Design, Inc.

• Voice narration and Flash editing:
– Saul McClintock

www.CriticalThinkRx.org

CriticalThinkRxCriticalThinkRx was made possible by was made possible by 
a grant from the Attorneys General a grant from the Attorneys General 
Consumer and Prescriber Grant Consumer and Prescriber Grant 

Program, funded by the multiProgram, funded by the multi--state state 
settlement of consumer fraud claims settlement of consumer fraud claims 
regarding the marketing of the regarding the marketing of the 
prescription drug prescription drug NeurontinNeurontin®®

4

Module 4Module 4

Pharmaceutical Industry Pharmaceutical Industry 
Influences on Prescribing Influences on Prescribing 

5

Part APart A

Expanding Expanding 

Drug MarketsDrug Markets
6

Pharmaceutical drugs = Pharmaceutical drugs = 
Big businessBig business

World sales:World sales:
$643 billion in 2006$643 billion in 2006

$685 billion projected for 2008$685 billion projected for 2008

(IMS Health, 2006, 2007; Pharmaceutical Executive, 2007; Los Angeles Times, 2007)
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7

BrandBrand--namename drugsdrugs

Manufacturer holds an Manufacturer holds an 
exclusive patent to market exclusive patent to market 
them for about 15 years them for about 15 years 

–– 40% of prescription volume 40% of prescription volume 

–– 90% of revenues90% of revenues

(IMS Health, 2007; Pharmaceutical Executive, 2007) 8

GenericGeneric drugsdrugs

Once patent on marketing Once patent on marketing 
a branda brand--name drug name drug 
expires, drug becomes a expires, drug becomes a 
““generic,generic,”” and sells for and sells for 
much less, as other much less, as other 
manufacturers may apply manufacturers may apply 
to market itto market it

(IMS Health, 2007; Pharmaceutical Executive, 2007)

9

““BlockbusterBlockbuster”” drugsdrugs
Generate more than $1 billion of Generate more than $1 billion of 

revenue each yearrevenue each year

Are heavily marketed, so their Are heavily marketed, so their 
manufacturer can make profits manufacturer can make profits 
during the marketing exclusivity during the marketing exclusivity 
periodperiod

7 of the top 10 companies have 7 of the top 10 companies have 

1 psychotropic drug among their 1 psychotropic drug among their 

top 3 blockbusterstop 3 blockbusters
(Pharmaceutical Marketing, 2006) 10

Antidepressants, Antidepressants, 

antipsychotics, antipsychotics, 

anticonvulsants: anticonvulsants: 

among top 6 drug classes among top 6 drug classes 

sold in U.S.sold in U.S.

(Pharmaceutical Executive, 2007; IMS Health, 2006)

11

Growing consensus:Growing consensus:

PsychotropicsPsychotropics are not are not 
popular because they are popular because they are 
particularly effectiveparticularly effective
…“…“medicalizationmedicalization”” and and ““disease disease 
mongeringmongering”” also stimulate drug usealso stimulate drug use

12

““MedicalizationMedicalization””

–– Defining or treating a Defining or treating a 
problem as a problem as a medicalmedical

disease, requiring disease, requiring medicalmedical

treatmentstreatments

(Conrad & Leiter, 2004; Mintzes, 2002)
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13

““Disease mongeringDisease mongering””
–– Turning ordinary ailments into Turning ordinary ailments into 
diseasesdiseases

–– Framing conditions as being Framing conditions as being 
severe and widespreadsevere and widespread

–– Seeing mild symptoms as seriousSeeing mild symptoms as serious

–– Seeing risks as diseasesSeeing risks as diseases

(Moynihan, Health, & Henry, 2002; Moynihan, 2002) 14

15 16

17

Part BPart B

Marketing Expands Marketing Expands 

Drug MarketsDrug Markets
18

Cost of marketing and Cost of marketing and 
promoting drugs in U.S.promoting drugs in U.S.

Industry Industry 
estimates: estimates: 

$29.9B$29.9B

IndependentIndependent

estimates: estimates: 
$57.5B$57.5B

(Donohue, Cevasco & Rosenthal, 2007) (Gagnon & Lexchin, 2008)
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19

Drug company Drug company 

marketing targetsmarketing targets

all playersall players in the health in the health 
care systemcare system

20

It influences physicians to   It influences physicians to   
prescribe through:prescribe through:

Gifts: Gifts: 

–– free lunchesfree lunches

–– drug samplesdrug samples

–– continuing medical educationcontinuing medical education

–– paymentspayments for lecturing, for lecturing, 
consulting and researchconsulting and research

21

It influences physicians to It influences physicians to 
prescribe by:prescribe by:

��funding countless activities of funding countless activities of 
professional organizationsprofessional organizations

��drug advertising in professional drug advertising in professional 
journalsjournals

��paying doctors to serve on paying doctors to serve on ““expert expert 
committeescommittees”” that create and promote that create and promote 
guidelines for drug treatments used by guidelines for drug treatments used by 
other doctorsother doctors

22

It influences consumers It influences consumers 
to seek drugs through:to seek drugs through:

��directdirect--toto--consumerconsumer--advertising advertising 
(DTCA)(DTCA)

��““disease awarenessdisease awareness”” campaignscampaigns

��funding funding ““patient advocacypatient advocacy”” groupsgroups

��online medical information and online medical information and 
promotionspromotions

23

It influences legislators and It influences legislators and 
government agencies to approve government agencies to approve 
drugs and create favorable drugs and create favorable 

conditions for conditions for drugmakersdrugmakers through:through:

��lobbying at all levels of lobbying at all levels of 
governmentgovernment

��large donations to political partieslarge donations to political parties

��payment of payment of ““user feesuser fees”” to the FDA to the FDA 

24

It influences experts to evaluate It influences experts to evaluate 
drugs positively by:drugs positively by:

��paying researchers to run clinical paying researchers to run clinical 
trials and develop treatment trials and develop treatment 
guidelinesguidelines

��signing signing ““secrecy agreementssecrecy agreements”” with with 
researchers to conceal negative researchers to conceal negative 
drug informationdrug information

��paying academics and researchers paying academics and researchers 
to lend their names to articles they to lend their names to articles they 
have not written (have not written (““ghostwritingghostwriting””))
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25

Drug RepsDrug Reps

26

100,000 drug reps 100,000 drug reps 
in the United Statesin the United States

(Oldani, 2004; Greene, 2004; Fugh-Berman & Ahari, 2007) 

~ 1 for every 6 doctors~ 1 for every 6 doctors

27

Doctors who meet frequently Doctors who meet frequently 
with reps:with reps:

��increase prescribing of newer, increase prescribing of newer, 
costlier drugs costlier drugs 

��reduce prescribing of genericsreduce prescribing of generics

��increase increase nonrationalnonrational prescribingprescribing

��use rep as main information sourceuse rep as main information source

(Dana & Loewenstein, 2003; Reist & VandeCreek, 2004, 
Schwartz et al. 2001; Wazana, 2000) 28

Reps know just which doctors Reps know just which doctors 
to target and howto target and how

Health Information Organizations combine Health Information Organizations combine 
purchased pharmacy data, AMA physician data, purchased pharmacy data, AMA physician data, 
and patient data to determine which drugs and patient data to determine which drugs 
individual physicians prefer for which diagnoses individual physicians prefer for which diagnoses 
and which patient groupsand which patient groups

This This prescription trackingprescription tracking is used to tailor is used to tailor 
marketing to physicians and evaluate effects of marketing to physicians and evaluate effects of 
promotions on their prescribing behaviorpromotions on their prescribing behavior

(Fugh-Berman, 2008)

29

GiftGift--givinggiving
Very effective, Very effective, even when even when 

doctors dondoctors don’’t think sot think so

30
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31

Are doctors Are doctors ““on the takeon the take””??

32

Among a sample of 3,200 physicians:Among a sample of 3,200 physicians:
–– 83% received food at work83% received food at work

–– 78% received drug samples78% received drug samples

–– 35% were reimbursed for CME 35% were reimbursed for CME 

–– 28% were paid to give lectures or 28% were paid to give lectures or 
recruit patients in trialsrecruit patients in trials

(Campbell et al., 2007)

33

19971997–– 20052005: drug companies : drug companies 
paid Minnesota doctors $57 paid Minnesota doctors $57 
million million 

–– psychiatrists received $6.7 psychiatrists received $6.7 
millionmillion

(Ross et al., 2007; The New York Times, 2007)
34

1 in 3 Minnesota psychiatrists 1 in 3 Minnesota psychiatrists 
received money from received money from 

drugmakersdrugmakers
““One in three Minnesota psychiatrists has One in three Minnesota psychiatrists has 

received funding from drug manufacturers received funding from drug manufacturers 

in the past five years, including seven past in the past five years, including seven past 

presidents of the Minnesota Psychiatric presidents of the Minnesota Psychiatric 

Society, two state drug policy advisers and Society, two state drug policy advisers and 

17 faculty psychiatrists at the University of 17 faculty psychiatrists at the University of 

Minnesota.Minnesota.””

(Olson, 2007)

35

Psychiatrists receiving Psychiatrists receiving 
money from drug money from drug 
companies more likely companies more likely 
to prescribe to prescribe ““offoff--labellabel””
antipsychotics to antipsychotics to 
childrenchildren

36

““FreeFree”” samplessamples……

��introduce drug into doctorintroduce drug into doctor’’s office s office 

��generate sales, influence brand choicegenerate sales, influence brand choice

��Mostly go to wealthy/insured patients Mostly go to wealthy/insured patients 

��63% of total promotional spending63% of total promotional spending

ReturnReturn--onon--investment: investment: 

$10 in sales for every $1 spent$10 in sales for every $1 spent
(Adair & Holmgren, 2005; Backer et al. 2000; Chew et al. 2000; 

Cutrona et al. 2008; ugh-Berman & Ahari, 2007)
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37

Small gifts are powerfulSmall gifts are powerful

Studies suggest that Studies suggest that the most the most 

powerful form of influence might powerful form of influence might 

be small giftsbe small gifts

The more gifts a doctor received, The more gifts a doctor received, 
the more he/she believed that they the more he/she believed that they 
had no influence on prescribing had no influence on prescribing 

(Reist & VandeCreek, 2004; Dana & Loewenstein, 2003; Oldani, 2004) 38

The The ““gift cyclegift cycle””

A threeA three--way way 

exchange of gifts exchange of gifts 

between between 

doctors, drug doctors, drug 

reps, and reps, and 

patientspatients

(Reist & VandeCreek, 2004; Dana & Loewenstein, 2003; Oldani, 2004)

DoctorsDoctors

PatientsPatients

DrugDrug
RepsReps

D
T
CA
/S
am
pl
es

39

““Ask your doctorAsk your doctor…”…”

40

1997:1997: FDA allows fullFDA allows full--scale, scale, 
directdirect--toto--consumer consumer 
advertising (DTCA) of advertising (DTCA) of 
prescription drugsprescription drugs

–– DTCA only allowed in the U. S. DTCA only allowed in the U. S. 
and New Zealandand New Zealand

(Gellad et al. 2007)

41

DTCA increases drug use byDTCA increases drug use by

��encouraging people to visit encouraging people to visit 
doctordoctor

��encouraging patients to request encouraging patients to request 
advertised drugsadvertised drugs

��influencing doctorinfluencing doctor’’s behavior s behavior 
through patient requeststhrough patient requests

(Gellad et al., 2007; Donohue & Bernd, 2004; Wolfe, 2002; Consumer Reports, 2007)

42

DTCA increases spending byDTCA increases spending by

stimulating sales of newer, costlier stimulating sales of newer, costlier 
drugs above older genericsdrugs above older generics

(Gellad et al., 2007; Donohue & Bernd, 2004)
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43

Accuracy of DTC ads questionedAccuracy of DTC ads questioned

1995 to 20041995 to 2004: FDA sent 1,359 : FDA sent 1,359 
warning letters to drug companies warning letters to drug companies 
for for false or misleadingfalse or misleading advertisingadvertising

Only 4 FDA staffers review Only 4 FDA staffers review 

thousands of adsthousands of ads

(Donohue et al., 2007; Zalesky, 2006) 44

2007 FDA letter2007 FDA letter: : maker maker 

exaggerated claims of efficacy exaggerated claims of efficacy 
and did not mention risks of and did not mention risks of 
neurolepticneuroleptic malignant malignant 
syndrome, syndrome, tardivetardive dyskinesiadyskinesia, , 
hyperglycemia and diabeteshyperglycemia and diabetes

Example: 2007 Example: 2007 GeodonGeodon ad ad 
““false and misleadingfalse and misleading””

“exaggerated claims, exaggerated claims, exaggerated claims, exaggerated claims, exaggerated claims, exaggerated claims, exaggerated claims, exaggerated claims, downplayed risksdownplayed risksdownplayed risksdownplayed risksdownplayed risksdownplayed risksdownplayed risksdownplayed risks””””””””

45

Industry funds Industry funds ““patient patient 
advocacyadvocacy”” groupsgroups

20052005--20062006: $29 million to 6 groups : $29 million to 6 groups 

–– 7%7%--91% of the groups91% of the groups’’ budgetsbudgets

Groups rarely disclose funding Groups rarely disclose funding 

Funds decline when Funds decline when drugmakersdrugmakers
dondon’’t benefitt benefit

(Philadelphia Inquirer, 2006; Los Angeles Times, 2007) 46

oo National National AlllianceAllliance on Mental on Mental 
IllnessIllness received $11.7 million from received $11.7 million from 
18 drugs firms in three years18 drugs firms in three years

oo Children and Adults with Attention Children and Adults with Attention 
Deficit/Hyperactivity DisorderDeficit/Hyperactivity Disorder is is 
funded by Shire PLC, the #1 ADHD funded by Shire PLC, the #1 ADHD 
drugmakerdrugmaker

oo Depression and Bipolar Support Depression and Bipolar Support 
AllianceAlliance receives more than half its receives more than half its 
funding from drug firmsfunding from drug firms

(Philadelphia Inquirer, 2006; Los Angeles Times, 2007)

47

NAMI, CHADD, and DPSA, NAMI, CHADD, and DPSA, 
among among ““patient advocacypatient advocacy””

groups receiving most groups receiving most 
industry funding, promote industry funding, promote 
view of distress as view of distress as chronicchronic

brain diseasebrain disease, requiring latest , requiring latest 
drugs and neurobiological drugs and neurobiological 

researchresearch
48

Continuing Medical Continuing Medical 
EducationEducation

““EducatingEducating”” to expand to expand 
markets?markets?
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49

Medical Education Medical Education 
CommunicationCommunication

Companies (Companies (MECCsMECCs) ) 

earned over $1 billion in 2004 earned over $1 billion in 2004 

to deliver industryto deliver industry--sponsored sponsored 

continuing medical education continuing medical education 
(CME)(CME)

(Relman, 2001; Elliott, 2004; Wazana, 2000) 50

IndustryIndustry--sponsored CME sponsored CME 

highlights sponsorhighlights sponsor’’s drugs s drugs 

and is associated with and is associated with 

increased prescriptions increased prescriptions 

of those drugsof those drugs

(Relman, 2001; Elliott, 2004; Wazana, 2000)

51

Concerns in U.S. SenateConcerns in U.S. Senate

Concern over Concern over 
drug firmsdrug firms’’
influence on influence on 
CME, and its CME, and its 
impact on offimpact on off--
label drug uselabel drug use

(Report to Committee on Finance, US Senate, April 2007)
52

““GhostGhost”” MarketingMarketing
Industry marketers and  Industry marketers and  
scientific journalsscientific journals

53

““GhostwritingGhostwriting””

Pharmaceutical firms hire Pharmaceutical firms hire MECCsMECCs to to 
write academic papers favorable to write academic papers favorable to 
their productstheir products

MECCsMECCs then hire academics to then hire academics to 
publish the articles under their publish the articles under their 
name without disclosure about the name without disclosure about the 
true sourcetrue source

(Moffat & Elliott, 2007) 54

““GhostwritingGhostwriting”” works becauseworks because……

~ 76% of doctors consider medical journals ~ 76% of doctors consider medical journals 
their most important source of their most important source of 
informationinformation

(Source: www.RxPromoROI.org; Fugh-Berman et al. 2006)
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55

Even without ghostEven without ghost--writingwriting……

A drug firm may pay a journal $1 A drug firm may pay a journal $1 
million for reprints, creating enormous million for reprints, creating enormous 
incentive for the journal to publish a incentive for the journal to publish a 
favorable articlefavorable article

A former editor of A former editor of British Medical JournalBritish Medical Journal
called journals called journals ““extensions of marketing extensions of marketing 
armsarms”” of drug firms and urged journals to of drug firms and urged journals to stop stop 
publishing all clinical trialspublishing all clinical trials, and only , and only 
evaluate them criticallyevaluate them critically

(Moffat & Elliot, 2007; Smith, 2004; The New York Times, 2002) 56

Government and the Government and the 
politics of influencepolitics of influence

57

Pharmaceutical Researchers and Pharmaceutical Researchers and 
Manufacturers of America (Manufacturers of America (PhRMAPhRMA) ) 
represents pharmaceutical and represents pharmaceutical and 

biotechnology companies in the U.S. biotechnology companies in the U.S. 

58

PhRMAPhRMA hired hundreds hired hundreds 
of lobbyists to help of lobbyists to help 
pass the Medicare pass the Medicare 
Part D bill in 2004Part D bill in 2004

Originally estimated Originally estimated 
to cost taxpayers to cost taxpayers 
$534 billion, Medicare $534 billion, Medicare 
Part D forbids the Part D forbids the 
government from government from 
negotiating drug negotiating drug 
pricesprices

PhRMAPhRMA head is head is 

Billy Tauzin, Billy Tauzin, 

former Republicanformer Republican

congressman congressman 

from  Louisianafrom  Louisiana

59

Drug industry lobbyists Drug industry lobbyists 
outnumber Congressmen 2:1outnumber Congressmen 2:1

20062006: Drug interests employed : Drug interests employed 
about about 1,100 1,100 lobbyists, including lobbyists, including 

40 40 former members of former members of 
CongressCongress

(Center for Public Integrity, 
2007; CBS News/60 Minutes, 
2007) 

60

Large investments in Large investments in 
lobbyinglobbying

2005 2005 -- 20062006: $182 million spent : $182 million spent 
on federal lobbying  on federal lobbying  
2005 2005 -- 20062006: $100 million spent : $100 million spent 
on campaign contributionson campaign contributions

Sales of top 20 lobbying spendersSales of top 20 lobbying spenders = 77% = 77% 
of the US drug marketof the US drug market

(CBS News/60 Minutes, 2007; Center for Public Integrity, 2007)
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61

Defending industry interestsDefending industry interests

Main goal in 2007:Main goal in 2007:
–– Oppose laws that would strengthen Oppose laws that would strengthen 
FDAFDA’’s ability to monitor drug safetys ability to monitor drug safety

–– Fight bills that would allow Medicare Fight bills that would allow Medicare 
to negotiate drug prices, which to negotiate drug prices, which 
could reduce government drug could reduce government drug 
spending by 60%spending by 60%

(CBS News/60 Minutes, 2007; Center for Public Integrity, 2007) 62

Part CPart C

Conclusions and Conclusions and 
RecommendationsRecommendations

63

ConclusionsConclusions

Industry promotion of expensive Industry promotion of expensive 
drugs permeates all phases of the drugs permeates all phases of the 
lifelife--cycle of drugscycle of drugs

Deceptive drug marketing is Deceptive drug marketing is 
““pervasive, dangerous and pervasive, dangerous and 
primarily aimed at doctorsprimarily aimed at doctors””

64

Skepticism of industry growsSkepticism of industry grows

Previously Previously ““hiddenhidden”” practices are practices are 
increasingly exposed and increasingly exposed and 
scrutinizedscrutinized

Government hearings and legislative Government hearings and legislative 
efforts highlight concerns over efforts highlight concerns over 
public health and public spendingpublic health and public spending

65

Some doctors call for limitsSome doctors call for limits

Asking for stringent regulation to Asking for stringent regulation to 
eliminate conflicts of interest: eliminate conflicts of interest: 

–– no gifts, no speaking at industryno gifts, no speaking at industry--
sponsored CME, no ghostwriting, disclose sponsored CME, no ghostwriting, disclose 

research and consulting contractsresearch and consulting contracts, , 
replace free samples with vouchers to replace free samples with vouchers to 
patientspatients

(Troyen et al., 2006; Washington Post, 2006) 66

Medical students take actionMedical students take action•• Only Only Only Only Only Only Only Only 5 of 1165 of 1165 of 1165 of 1165 of 1165 of 1165 of 1165 of 116medical schools got medical schools got medical schools got medical schools got medical schools got medical schools got medical schools got medical schools got an an an an an an an an ““““““““A:A:A:A:A:A:A:A: for having a for having a for having a for having a for having a for having a for having a for having a policy restricting policy restricting policy restricting policy restricting policy restricting policy restricting policy restricting policy restricting drug industry drug industry drug industry drug industry drug industry drug industry drug industry drug industry access to students access to students access to students access to students access to students access to students access to students access to students and facultyand facultyand facultyand facultyand facultyand facultyand facultyand faculty
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67

But medical schools But medical schools 
lag behindlag behind

• The International 
Committee of Medical 
Journal Editors (ICMJE) 
requires full disclosure 
of drug companies’ role 
in research

• But even major journals 
still can’t ensure 
transparency

(Rivera & Cummings, 2002)

• A study of 108 medical 
schools’ agreements to 
conduct research for 
drug firms found that 
ICMJE guidelines were 
rarely followed 

• Researchers have little 
access to data or power 
over publishing

(Schulman et al., 2002) 68

States attempt legislation States attempt legislation 
and sue drug firmsand sue drug firms

Most states have introduced bills or Most states have introduced bills or 
resolutions aimed at marketingresolutions aimed at marketing

Several states are suing Several states are suing drugmakersdrugmakers for for 
offoff--label promotion of antipsychotics and label promotion of antipsychotics and 
for hiding drug risks (see Module 5)for hiding drug risks (see Module 5)

(Reist & VandeCreek, 2004; Zalesky, 2006)

69

9 in 10 Americans 9 in 10 Americans 
favor reformsfavor reforms

(2007)(2007)(2007)(2007)
70

Recommended reforms Recommended reforms 
to researchto research

Create a public registry of all clinical Create a public registry of all clinical 
trialstrials

Fund clinical trials publicly, and cease Fund clinical trials publicly, and cease 
drugmakersdrugmakers’’ ties to clinical research ties to clinical research 

Make Make rawraw clinical trial data accessible for clinical trial data accessible for 
independent analysesindependent analyses

(Antonuccio & Healy, 2008; NJPIRG Law & Policy Center, 2006)

71

ResearchersResearchers’’ commitment?commitment?

Because research participants expose Because research participants expose 
themselves to risk, information derived themselves to risk, information derived 
from them should not be misused, from them should not be misused, 
suppressed, or distortedsuppressed, or distorted

Researchers should promise to make Researchers should promise to make all all 
raw research data available publiclyraw research data available publicly, or , or 
forego approval from Institutional forego approval from Institutional 
Review BoardsReview Boards

(Antonuccio & Healy, 2008) 72

Teach prescribers, academics Teach prescribers, academics 
and consumers to:and consumers to:

��critically evaluate drug marketingcritically evaluate drug marketing

��rely on independent sources of rely on independent sources of 
informationinformation

��implement best practices to minimize implement best practices to minimize 
industry influence in schools, industry influence in schools, 
professional organizations, and mental professional organizations, and mental 
health providers health providers 

(NJPIRG Law & Policy Center, 2006)
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73

A Critical Curriculum
on Psychotropic Medications

Module 4

The End

www.CriticalThinkRx.org
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4

Module 5Module 5

Specific Drug Classes: Specific Drug Classes: 

Use, Efficacy, Safety Use, Efficacy, Safety 

5

Part A

Overview: Overview: 
Psychotropic Drugs Psychotropic Drugs 

Used with Used with 
Children and AdolescentsChildren and Adolescents

6

““PsychotropicPsychotropic”” or or 
““psychoactivepsychoactive”” drugsdrugs

affect the affect the 

central nervous system central nervous system 

and alter feeling, thinking,and alter feeling, thinking,

and behavingand behaving
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7

““Approved useApproved use”” meansmeans……

FDA has reviewed limited data on FDA has reviewed limited data on 
safety and efficacy for safety and efficacy for oneone
indication, usually in one indication, usually in one 
population population 

A A ““labellabel”” for the drug is for the drug is 
established to guide dosage and established to guide dosage and 
describe observed side effectsdescribe observed side effects

8

Fewer than 10% of Fewer than 10% of 
psychotropic drugs are psychotropic drugs are 
FDAFDA--approved for any approved for any 
psychiatric use in psychiatric use in 

childrenchildren

9

Focus: StimulantsFocus: Stimulants

10

Stimulants approved by FDA Stimulants approved by FDA 
for pediatric usefor pediatric use

3 +3 +
ADHD, ADHD, 

narcolepsy narcolepsy 
amphetamine, amphetamine, 

dextroamphetaminedextroamphetamine

AdderallAdderall, , AdderallAdderall XR, XR, 
Dexedrine, Dexedrine, 
DextrostatDextrostat

atomoxetineatomoxetineStratteraStrattera ((not not 

considered a stimulantconsidered a stimulant))

lisdextroamphetaminelisdextroamphetamineVyvanseVyvanse
6 +6 +ADHDADHD

methylphenidate, methylphenidate, 
dexamethylphenidatedexamethylphenidate

ConcertaConcerta, Ritalin, , Ritalin, 
DaytranaDaytrana, , MetadateMetadate

FocalinFocalin, , FocalinFocalin XRXR

Brand Name Generic Name
Psychiatric 
Indication

Age group

11

Stimulants act quicklyStimulants act quickly

Stimulants change behavior Stimulants change behavior 
within one hourwithin one hour in 60in 60--70% of 70% of 

children who take themchildren who take them

12

LongLong--term evidence of term evidence of 
benefits doubtfulbenefits doubtful

APA Report noted lack of APA Report noted lack of 
data supporting longdata supporting long--term term 
efficacy or safetyefficacy or safety

–– Stimulants show minimal Stimulants show minimal 
efficacy in general life efficacy in general life 
domains of the child, including domains of the child, including 
social and academic successsocial and academic success

(APA Working Group on Psychoactive Medications for Children and 
Adolescents, 2006; MTA Cooperative Group, 2004)
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ShortShort--term desirable effects term desirable effects 
of stimulants at usual dosesof stimulants at usual doses

��Increase alertness and Increase alertness and 
wakefulnesswakefulness

��Induce sense of wellInduce sense of well--
being (euphoria)being (euphoria)

��Improve accuracy on Improve accuracy on 
brief physical and mental brief physical and mental 
taskstasks

(Bezchlibnyk-Butler & Jeffries, 2005) 
14

Effects misconstrued as Effects misconstrued as 
therapeutic in childrentherapeutic in children

��Increased repetitive, persistent Increased repetitive, persistent 
behaviorbehavior

��Decreased exploration and social Decreased exploration and social 
behaviorbehavior

��Increased compliance Increased compliance 

(Breggin, 1998) 

15

Undesirable Undesirable behavioral behavioral 

effects of stimulantseffects of stimulants

•• Nervousness, restlessnessNervousness, restlessness

•• InsomniaInsomnia

•• AgitationAgitation

•• Depression, Depression, ““zombiezombie”” look look 

•• Irritability, AggressionIrritability, Aggression

•• Psychological dependencePsychological dependence

•• Mania, PsychosisMania, Psychosis

(Bezchlibnyk-Butler & Jeffries, 2005) 
16

Undesirable Undesirable physical physical 

effects of stimulantseffects of stimulants
•• Increased blood pressureIncreased blood pressure

•• Dizziness, headachesDizziness, headaches

•• Palpitations Palpitations 

•• Stomach cramps, nausea Stomach cramps, nausea 

•• ApetiteApetite/weight loss/weight loss

•• Stunted growthStunted growth

•• Cardiac arrestCardiac arrest

(Bezchlibnyk-Butler & Jeffries, 2005) 

17

Stunted growthStunted growth
Decreases in growth 
averaging ¾” and 6 lbs. 
without evidence of 
rebound 3 years after 
stopping treatment

(Swanson et al., 2007) 18

Emergency room visitsEmergency room visits

2,500 children visited ERs in 2004 after 2,500 children visited ERs in 2004 after 
taking stimulants for ADHD, most due taking stimulants for ADHD, most due 
to accidental overdosesto accidental overdoses

–– 1 in 4 children had heart or blood pressure 1 in 4 children had heart or blood pressure 
symptoms including palpitations, chest symptoms including palpitations, chest 
pain or faintingpain or fainting

(Waters, 2007)
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19

2006: FDA warning on stimulants2006: FDA warning on stimulants

��increased risk of sudden death in increased risk of sudden death in 
patients with heart problemspatients with heart problems

��increased aggression, mania increased aggression, mania 
and/or psychotic symptoms and/or psychotic symptoms 
(including hallucinations)(including hallucinations)

20

Stimulants prescribed to children Stimulants prescribed to children 
are Drug Enforcement are Drug Enforcement 

Administration (DEA) "Schedule II Administration (DEA) "Schedule II 
Drugs," indicating a high risk of Drugs," indicating a high risk of 

tolerance and dependencetolerance and dependence

Definite risk of tolerance Definite risk of tolerance 
and dependenceand dependence

21

Focus: AntidepressantsFocus: Antidepressants

22

FDAFDA--approved antidepressants approved antidepressants 
for pediatric usefor pediatric use

Depression, Depression, 
OCDOCD

OCDOCD 8 +8 +fluvoxaminefluvoxamineLuvoxLuvox

10+10+cclomipraminelomipramineAnafranilAnafranil

12+12+doxepindoxepinSinequanSinequan

7 +7 +fluoxetinefluoxetineProzacProzac

imipramineimipramineTofranilTofranil

6 +6 +sertralinesertralineZoloftZoloft

Brand Name Generic Name
Psychiatric
Indication

Age group

23

2007
24

But are they effective?But are they effective?

MetaMeta--analysanalyseses of drug vs. placebo of drug vs. placebo 
studies show 75studies show 75--82% of the 82% of the 
response was duplicated by response was duplicated by 
placeboplacebo

–– 57% of studies submitted to FDA 57% of studies submitted to FDA 
failed to show a difference between failed to show a difference between 
drug and placebodrug and placebo

(Moncrieff et al., 2004; Kirsch et al., 2002; Kirsch & Sapirstein, 1998)
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Unimpressive evidence from Unimpressive evidence from 
FDAFDA’’s complete adult databases complete adult database

““[[I]I]nn 189 trials of 53,048 adult subjects with 189 trials of 53,048 adult subjects with 
psychiatric disorders psychiatric disorders …… Approximately 50% of Approximately 50% of 
subjects who received active drug and 40% of subjects who received active drug and 40% of 

subjects who received placebo were subjects who received placebo were 
designated as responders.designated as responders.””

The entire scientific case for The entire scientific case for 
antidepressants rests on this 10% antidepressants rests on this 10% 

differencedifference——which may result from biases which may result from biases 
in the conduct of clinical trialsin the conduct of clinical trials

(Stone & Jones, 2006)(Stone & Jones, 2006)

26

FDA analysis of pediatric FDA analysis of pediatric 
trials concurstrials concurs

Only 3 of 15 published and Only 3 of 15 published and 
unpublished randomized controlled unpublished randomized controlled 
trials show trials show SSRIsSSRIs as more effective as more effective 
than placebo in depressed childrenthan placebo in depressed children

None of the studies found drugs better None of the studies found drugs better 

on clienton client-- or parentor parent-- rated measuresrated measures

((LaughrenLaughren, 2004), 2004)

27

NoNo evidence that evidence that 
older antidepressants older antidepressants 
((tricyclicstricyclics or MAO or MAO 

inhibitors) inhibitors) 
have any efficacy with have any efficacy with 
depressed youthsdepressed youths

(Somers-Flanagan & Somers-Flanagan, 1996)
28

ShortShort--term desirable effects term desirable effects 
at usual dosesat usual doses

��Increased physical activityIncreased physical activity

��Elevated moodElevated mood

��Decreased expressions of Decreased expressions of 
distress such as crying, distress such as crying, 
hopelessnesshopelessness

��Improved sleep and appetiteImproved sleep and appetite

((BezchlibnykBezchlibnyk--Butler & Jeffries, 2005) Butler & Jeffries, 2005) 

29

Undesirable Undesirable behavioral behavioral 

effects of antidepressantseffects of antidepressants

•• Anxiety, nervousnessAnxiety, nervousness

•• Agitation, irritabilityAgitation, irritability

•• Mood swings, maniaMood swings, mania

•• AggressivenessAggressiveness

•• Thoughts of suicideThoughts of suicide

•• Attempted or actual suicideAttempted or actual suicide

(Antonuccio et al., 1999; (Antonuccio et al., 1999; PredaPreda et al., 2001; Healy, 2003)et al., 2001; Healy, 2003)
30

Undesirable Undesirable physical physical 

effects of antidepressantseffects of antidepressants

•• Gastrointestinal distress (nausea, vomiting, Gastrointestinal distress (nausea, vomiting, 
stomach pain, constipation, diarrhea)stomach pain, constipation, diarrhea)

•• Sexual problems (loss of libido, Sexual problems (loss of libido, anorgasmiaanorgasmia, , 
erectile dysfunction)erectile dysfunction)

•• Sleep disruption (insomnia, Sleep disruption (insomnia, hypersomniahypersomnia))

•• Urinary retentionUrinary retention

•• Blurred visionBlurred vision

•• Weight gainWeight gain

•• Headaches, dizzinessHeadaches, dizziness

(Antonuccio et al., 1999; (Antonuccio et al., 1999; PredaPreda et al., 2001; Healy, 2003)et al., 2001; Healy, 2003)
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31

Six clusters of withdrawal effects Six clusters of withdrawal effects 
likely upon abrupt discontinuation likely upon abrupt discontinuation 

of SSRI antidepressantsof SSRI antidepressants

1. 1. NeurosensoryNeurosensory (vertigo, tingling & burning)(vertigo, tingling & burning)

2. 2. NeuromotorNeuromotor (tremor, spasms, visual changes)(tremor, spasms, visual changes)

3. Gastrointestinal (nausea, vomiting, diarrhea, 3. Gastrointestinal (nausea, vomiting, diarrhea, 
weight loss)weight loss)

4. Neuropsychiatric (anxiety, depression, crying 4. Neuropsychiatric (anxiety, depression, crying 
spells, irritability, suicidal thinking)spells, irritability, suicidal thinking)

5. Vasomotor (heavy sweating, flushing)5. Vasomotor (heavy sweating, flushing)

6. Other (insomnia, vivid dreaming, fatigue)6. Other (insomnia, vivid dreaming, fatigue)

((SchatzbergSchatzberg et al., 2006)et al., 2006)
32

Antidepressants double Antidepressants double 
risk of risk of suicidalitysuicidality

2005: FDA issues 2005: FDA issues ““black boxblack box”” warning of warning of 
““SuicidalitySuicidality in Children and Adolescentsin Children and Adolescents””::

““Antidepressants increase the risk of Antidepressants increase the risk of 
suicidal thinking and behavior (suicidal thinking and behavior (suicidalitysuicidality))””

–– (22 (22 RCTsRCTs testing 9 antidepressants: testing 9 antidepressants: 2.3%2.3% rate rate 

of serious suicidal events among drugof serious suicidal events among drug--treated treated 

children, vs. children, vs. 1.2%1.2% among placebo treatedamong placebo treated——no no 

completed suicides)completed suicides)

33

““ActivationActivation”” syndrome: syndrome: 
A more common riskA more common risk

FDA also warns of FDA also warns of increased increased 

agitation, irritability, aggression, agitation, irritability, aggression, 

worsening anxiety, severe worsening anxiety, severe 

restlessness, and other unusual restlessness, and other unusual 

behaviorsbehaviors in youth treated with in youth treated with 
antidepressantsantidepressants

(Breggin, 2006) 34

Concern over Concern over 
““prescription cascadeprescription cascade””

Continued exposure to the drug can lead Continued exposure to the drug can lead 
to effects misinterpreted as psychiatric to effects misinterpreted as psychiatric 
symptoms (such as mania), leading to symptoms (such as mania), leading to 

increases in dosage or additional drugsincreases in dosage or additional drugs——
when reducing or stopping the drug when reducing or stopping the drug 

would relieve the patientwould relieve the patient’’s discomforts discomfort

(Breggin, 2006)

35

Focus: Focus: 
Anticonvulsant DrugsAnticonvulsant Drugs

36

Anticonvulsants on U.S. marketAnticonvulsants on U.S. market
((antiepilepticsantiepileptics, , antiseizureantiseizure drugs)drugs)

19951995valproatevalproate
DepakeneDepakene, , 
DepakoteDepakote

20002000oxcarbazepineoxcarbazepineTrileptalTrileptal

1997 1997 topiramatetopiramateTopamaxTopamax

19941994lamotriginelamotrigineLamictalLamictal

19931993gabapentingabapentinNeurontinNeurontin

1968, 20041968, 2004carbamazepinecarbamazepineTegretolTegretol, , EquetroEquetro

Brand Name Generic Name Yr of intro
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37

Anticonvulsants FDAAnticonvulsants FDA--approved for approved for 
pediatric pediatric seizure disordersseizure disorders

AnyAny

NO NO 
PSYCHIATRIC PSYCHIATRIC 
INDICATIONSINDICATIONS

carbamazepinecarbamazepine
TegretolTegretol, , 
EquetroEquetro

2 +2 +lamotriginelamotrigineLamictalLamictal

oxcarbazepineoxcarbazepineTrileptalTrileptal

3 +3 +gabapentingabapentinNeurontinNeurontin

topiramatetopiramateTopamaxTopamax

10 +10 +
divalproexdivalproex sodium, sodium, 

valproatevalproate
DepakoteDepakote
DepakeneDepakene

12 + 12 + iagabineiagabineGabitrilGabitril

Brand Name Generic Name Approved Indications Age

38

Anticonvulsants widely promoted Anticonvulsants widely promoted 
as as ““mood stabilizersmood stabilizers””

Use started in 1980sUse started in 1980s--1990s due to 1990s due to 
dissatisfaction with lithium and dissatisfaction with lithium and 
antipsychotics in treatment of Bipolar antipsychotics in treatment of Bipolar 
DisorderDisorder

Use spread rapidly with the promotion Use spread rapidly with the promotion 
of "mood stabilizer" expression and of of "mood stabilizer" expression and of 
Bipolar Disorder diagnosis in childrenBipolar Disorder diagnosis in children

(Healy, 2006)

39 40(Moreno et al., 2007)

4040--fold fold 
increase increase 
in less in less 
than a than a 
decadedecade

41

PolypharmacyPolypharmacy without without 
psychotherapypsychotherapy

More than 90% of children More than 90% of children 
diagnosed with Bipolar Disorder diagnosed with Bipolar Disorder 
received more than 1 psychoactive received more than 1 psychoactive 
drugdrug

Less than 40% received Less than 40% received 

psychotherapypsychotherapy

(Moreno et al., 2007) 42

Scant empirical supportScant empirical support
No studiesNo studies confirm the efficacy and safety confirm the efficacy and safety 
of anticonvulsants to treat Bipolar Disorder of anticonvulsants to treat Bipolar Disorder 

in children and adolescentsin children and adolescents

“Despite the frequent use of antiepileptic drugs in 
the treatment of juvenile bipolar disorder, 
migraine, and neuropathic pain, the data are 

insufficient to make recommendations regarding 
the efficacy of antiepileptics in these conditions 
in children and adolescents.” (Golden et al., 2006)

(Kowatch et al., 2000, 2005; National Institute of Mental Health, 2000; 
Ryan, Bhatara & Perel, 1999)
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Most trials are open, small, and Most trials are open, small, and 
show limited response in youthshow limited response in youth

Half of all participantsHalf of all participants in an open in an open 
trial of  lithium, trial of  lithium, divalproexdivalproex, or , or 
carbamezepinecarbamezepine did not responddid not respond to to 
treatmenttreatment

–– 58% received 58% received at least oneat least one mood mood 
stabilizer stabilizer plusplus a stimulant, an a stimulant, an 
atypical antipsychotic, or an atypical antipsychotic, or an 
antidepressantantidepressant

(Lopez(Lopez--Larson & Frazier, 2006)Larson & Frazier, 2006)
44

Desired behavioral effects Desired behavioral effects 
of anticonvulsantsof anticonvulsants

��Reduce aggression and Reduce aggression and 
impulsivityimpulsivity

��Calm restlessness and Calm restlessness and 
excitabilityexcitability

(Bezchlibnyk-Butler & Jeffries, 2005) 

45

20082008: FDA warns anticonvulsants : FDA warns anticonvulsants 
doubledouble riskrisk of suicidal behavior of suicidal behavior 

or ideationor ideation

Risk is highest in treatment of Risk is highest in treatment of 
epilepsyepilepsy——which rules out which rules out 

psychiatric status as confounding psychiatric status as confounding 
variablevariable

46

Undesired Undesired behavioralbehavioral effects effects 
of anticonvulsantsof anticonvulsants
•• Depression, sedationDepression, sedation

•• Hostility and irritabilityHostility and irritability

•• Anxiety, nervousnessAnxiety, nervousness

•• HyperactivityHyperactivity

•• Abnormal thinkingAbnormal thinking

•• Confusion and amnesiaConfusion and amnesia

•• Slurred speechSlurred speech

•• Sedation, sleepinessSedation, sleepiness

(Bezchlibnyk-Butler & Jeffries, 2005) 

47

Undesired Undesired physical physical effects effects 
of anticonvulsantsof anticonvulsants

•• Nausea and dizzinessNausea and dizziness
•• Vomiting and abdominal painVomiting and abdominal pain

•• Headaches and tremorsHeadaches and tremors
•• Fatal skin rashesFatal skin rashes

•• HypothyroidHypothyroid
•• Blood disordersBlood disorders

•• Pancreatitis, liver diseasePancreatitis, liver disease
•• Birth defects and menstrual irregularitiesBirth defects and menstrual irregularities

•• Withdrawal seizuresWithdrawal seizures
(Bezchlibnyk-Butler & Jeffries, 2005; Gonzalez-Heydrich et al., 2003) 48

Birth defects of concern Birth defects of concern 
given new patient profilesgiven new patient profiles

(Adab et al., 2006)

Anticonvulsants cross placenta Anticonvulsants cross placenta 
and increase the risk of fetal and increase the risk of fetal 
malformations and cognitive malformations and cognitive 
impairments in children impairments in children 
exposed in exposed in uteroutero

–– Highest rates forHighest rates for

valproatevalproate and     and     

carbamazepinecarbamazepine
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49

FDA blackFDA black--box warningsbox warnings

Suicidal ideation and behavior
All 

anticonvulsants

Serious rash requiring hospitalization; 
Stevens-Johnson Syndrome for under 16 

yrs of age (fatal sores on mucuous
membranes of mouth, nose, eyes and 

genitals)

Lamictal

Aplastic anemia and agranulycytosis
(severe reduction in white blood cells) Tegretol

Liver toxicity (particularly for under 2 
yrs of age); birth defects; pancreatitisDepakote

50

Focus:Focus:

Antipsychotic DrugsAntipsychotic Drugs

51

““AtypicalAtypical”” (newer, 2nd generation) (newer, 2nd generation) 
antipsychotics on U.S. marketantipsychotics on U.S. market

Yr of 
intro

Generic NameBrand Name

2007paliperidoneInvega

2002aripriprazoleAbilify

2001ziprasidoneGeodon

1997 quetiapineSeroquel

1996olanzapineZyprexa

1994risperidoneRisperdal

1989clozapineClozaril

52

FDAFDA--approved psychiatric indications of approved psychiatric indications of 
atypicalsatypicals

10+10+SchizophreniaSchizophreniaAbilifyAbilify

Adults onlyAdults only

Treatment resistant Treatment resistant 
schizophreniaschizophreniaClozarilClozaril

Bipolar mania, Bipolar mania, 
schizophreniaschizophrenia

ZyprexaZyprexa

InvegaInvega

SymbyaxSymbyax

GeodonGeodon

SeroquelSeroquel

5 +5 +
Autism, bipolar mania, Autism, bipolar mania, 

schizophreniaschizophreniaRisperdalRisperdal

53

FDAFDA--approved psychiatric approved psychiatric 
indications of indications of typicalstypicals for for 

childrenchildren

12 +12 +
TouretteTourette’’ss Disorder (for Disorder (for 
HaldolHaldol nonnon--responders)responders)

pimozidepimozideOrapOrap

2 +2 +SchizophreniaSchizophreniathioridazinethioridazineMellarilMellaril

3 +3 +
Schizophrenia, Schizophrenia, TouretteTourette’’ss

DisorderDisorder
haloperidolhaloperidolHaldolHaldol

Brand NameBrand Name Generic NameGeneric Name
PsychiatricPsychiatric
IndicationIndication AgeAge

TypicalsTypicals make up less than 5% of FL make up less than 5% of FL 
Medicaid prescriptions Medicaid prescriptions of antipsychoticsof antipsychotics

54

““TypicalTypical”” & & ““AtypicalAtypical””
antipsychoticsantipsychotics

Since 1950s, antipsychotics were Since 1950s, antipsychotics were 
used used to treat psychosesto treat psychoses, despite , despite 
high toxicity and limited high toxicity and limited 
effectiveness effectiveness 
Newer, expensive Newer, expensive ““atypicalatypical””
antipsychotics were antipsychotics were heavily heavily 
promotedpromoted in the 1990s as safer and in the 1990s as safer and 
more effectivemore effective
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20052005: largest: largest--ever schizophrenia ever schizophrenia 
treatment study finds treatment study finds atypicalsatypicals
neither more effective neither more effective nornor better better 
toleratedtolerated than older drugthan older drug

–– 75% of patients quit either drugs 75% of patients quit either drugs 
within 18 months due to inefficacy within 18 months due to inefficacy 
or intolerable side effectsor intolerable side effects

(Lieberman et al., 2005)(Lieberman et al., 2005)

Yet, newer no better than olderYet, newer no better than older……

56

NonNon--psychotic diagnoses in psychotic diagnoses in 
children treated with children treated with atypicalsatypicals

44

88

1313

2727

4848

Schizophrenia / PsychosisSchizophrenia / Psychosis

AustismAustism / Mental Retardation/ Mental Retardation

Bipolar / Depression Bipolar / Depression 

NonpsychiatricNonpsychiatric, Anxiety, , Anxiety, 

Other PsychiatricOther Psychiatric

ADHD / Conduct DisorderADHD / Conduct Disorder

% of F% of Florida lorida Medicaid Medicaid 
children on children on 

antipsychotics (2006)antipsychotics (2006)
DiagnosisDiagnosis

(2007)

57

““AggressionAggression”” said to said to 
account for most of the account for most of the 

antipsychotic antipsychotic 
prescribing in children prescribing in children 
and adolescentsand adolescents

(Patel et al., 2005)
58

But do antipsychotics But do antipsychotics 
effectively control aggression?effectively control aggression?

The latest randomizedThe latest randomized--controlled controlled 

trial found trial found placeboplacebo more effectivemore effective

than either a typical (haloperidol) or than either a typical (haloperidol) or 
atypical (atypical (risperidonerisperidone) antipsychotic ) antipsychotic 
to reduce aggression in patients with to reduce aggression in patients with 

intellectual disabilityintellectual disability

(Tyrer et al., 2008)

Trial had no drug company sponsorship

59

“Antipsychotic drugs should 
no longer be regarded as 

acceptable routine 
treatment for aggressive 
behavior in people with 
intellectual disability.”

(Tyrer et al., 2008)
60

Few pediatric clinical trials of Few pediatric clinical trials of 
atypicalsatypicals for for anyany indicationindication

As of 2006, only a few studies of As of 2006, only a few studies of 
direct AAP comparisons with direct AAP comparisons with 
placeboplacebo

Most studies are shortMost studies are short--term        term        

(3(3--6 weeks) and results favor the 6 weeks) and results favor the 

funderfunder’’s drugss drugs

(McDonagh et al., 2006)
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61

““There are no studies that have There are no studies that have 

shown (shown (atypicalsatypicals) are safe, or for ) are safe, or for 

that matter, that they are that matter, that they are 

effective for childreneffective for children……The bottom The bottom 

line is that the use of psychiatric line is that the use of psychiatric 

medications far exceeds the medications far exceeds the 

evidence of safety and evidence of safety and 

effectiveness.effectiveness.””
Ronald Brown, Chair, 

2006 American Psychological Association 

Task Force on Psychotropic Drug Use in Children

(2007)
62

DopamineDopamine--blocking action of blocking action of 
all antipsychotics explainsall antipsychotics explains

�� indifference, sedation, drowsiness, apathyindifference, sedation, drowsiness, apathy

��reduced spontaneity and affectreduced spontaneity and affect

��reduced ability to monitor one's statereduced ability to monitor one's state

�� increased abnormal movementsincreased abnormal movements

��cognitive and motor impairmentscognitive and motor impairments

��confusion and memory problemsconfusion and memory problems

��depression, mood swings, agitationdepression, mood swings, agitation

(Bezchlibnyk-Butler & Jeffries, 2005) 

63

Desirable effects of Desirable effects of 
antipsychotics at usual dosesantipsychotics at usual doses

��suppress psychotic symptoms suppress psychotic symptoms 
(delusions, hallucinations, (delusions, hallucinations, 
agitation)agitation)

��suppress manic symptoms suppress manic symptoms 
(euphoria, expansiveness, (euphoria, expansiveness, 
irritability)irritability)

(Bezchlibnyk-Butler & Jeffries, 2005) 
64

Effects misconstrued as Effects misconstrued as 
therapeutictherapeutic

��increased indifferenceincreased indifference

��reduced spontaneity and affectreduced spontaneity and affect

��reduced ability to monitor one's reduced ability to monitor one's 
statestate

��increased compliance with social increased compliance with social 
normsnorms

(Bezchlibnyk-Butler & Jeffries, 2005) 

65

Undesirable Undesirable behavioral behavioral 

effects of antipsychoticseffects of antipsychotics

•• Cognitive and motor impairmentsCognitive and motor impairments

•• Sedation, drowsinessSedation, drowsiness

•• Confusion and memory problemsConfusion and memory problems

•• AnxietyAnxiety

•• Depression, mood swingsDepression, mood swings

•• Abnormal thinkingAbnormal thinking

•• Hostility, aggressionHostility, aggression

(Bezchlibnyk-Butler & Jeffries, 2005) 
66

Undesirable Undesirable physical physical 

effects of antipsychoticseffects of antipsychotics

•• Weight gain, high blood sugarWeight gain, high blood sugar

•• Abnormal movements (all body parts) Abnormal movements (all body parts) 

•• DiabetesDiabetes

•• Cardiac problemsCardiac problems

•• Liver problems, jaundiceLiver problems, jaundice

•• NeurolepticNeuroleptic malignant syndromemalignant syndrome

•• DeathDeath

(Bezchlibnyk-Butler & Jeffries, 2005; Lindenmayer et al., 2003; Meyer, 2001) 
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67

Hormonal dysfunctionsHormonal dysfunctions

Elevated Elevated prolactinprolactin levels cause:levels cause:

��sexual and menstrual disturbancessexual and menstrual disturbances

��infertilityinfertility

��decreased bone density decreased bone density 

(Bezchlibnyk-Butler & Jeffries, 2005; Correll & Carlson, 2006; Patel et al., 2005) 68

ExtrapyramidalExtrapyramidal symptoms symptoms 
(abnormal movements)(abnormal movements)

AkathisiaAkathisia: inner distress, rocking, pacing, : inner distress, rocking, pacing, 
agitationagitation

DystoniaDystonia: sudden, bizarre muscle spasms: sudden, bizarre muscle spasms

DyskinesiaDyskinesia: rhythmic movements of face, : rhythmic movements of face, 
mouth and tongue, sometimes of hands mouth and tongue, sometimes of hands 
and feetand feet

ParkinsonismParkinsonism: rigid muscles, loss of facial : rigid muscles, loss of facial 
expression, unsteady gait, droolingexpression, unsteady gait, drooling

(Campbell, Rapaport & Simpson, 1999)

69

TardiveTardive dyskinesiadyskinesia risk risk 
highest for typical highest for typical 
antipsychoticsantipsychotics

LongLong--lasting abnormal movements lasting abnormal movements 
affect 12% to 35% of children who affect 12% to 35% of children who 
receive typical antipsychotics for receive typical antipsychotics for 

more than 3 monthsmore than 3 months

(Campbell, (Campbell, RapaportRapaport & Simpson, 1999)& Simpson, 1999)
70

Weight gain and diabetes
50% of patients on 50% of patients on 
antipsychotics gain 20% of antipsychotics gain 20% of 
their weight (primarily as fat)their weight (primarily as fat)

Weight gain linked to "metabolic Weight gain linked to "metabolic 
syndrome"syndrome"

(Bezchlibnyk-Butler & Jeffries, 2005; Correll & Carlson, 2006; Patel et al., 2005)

71

NeurolepticNeuroleptic malignant malignant 
syndromesyndrome

Can occur with any antipsychotic Can occur with any antipsychotic 
agent, at any dose, at any time agent, at any dose, at any time 

SymptomsSymptoms: extreme muscular : extreme muscular 
rigidity, high fever, & altered rigidity, high fever, & altered 
consciousnessconsciousness

11--2% rate per year2% rate per year

FatalFatal if untreatedif untreated

(Bezchlibnyk-Butler & Jeffries, 2005; Silva et al., 1999) 72(Moore, Cohen & Furberg, 2007)

3 3 atypicalsatypicals suspected in suspected in 
nearly 4,500 deaths reported nearly 4,500 deaths reported 

to FDA, 1998to FDA, 1998--20052005

Clozaril:      3,277 deaths
Risperdal:   1,093 deaths
Zyprexa:      1,005 deaths
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73

FDA “black-box” warnings

Serious risk of Serious risk of agranulocytosisagranulocytosis (severe (severe 
drop in white blood cells), seizures, drop in white blood cells), seizures, 
myocarditismyocarditis, and other cardiovascular , and other cardiovascular 

and respiratory effectsand respiratory effects

ClozarilClozaril

Risk of Risk of suicidalitysuicidality in children and in children and 
adolescentsadolescents

SeroquelSeroquel

Increased mortality in frail elderlyIncreased mortality in frail elderly
All All 

atypicalsatypicals

74

"For many adults, and a small number "For many adults, and a small number 
of children, these agents can be an of children, these agents can be an 

important component of treatment.  important component of treatment.  
However, it's so rare to find an However, it's so rare to find an 

example where evidenceexample where evidence--based based 
alternatives were exhausted prior to alternatives were exhausted prior to 

starting an atypical antipsychotic in a starting an atypical antipsychotic in a 
child that I have not found one yet in child that I have not found one yet in 

three years of searching."three years of searching."

Mark E. Helm, MD, MBA
Medical Director, Evidence-Based Prescription Drug Program 

University of Arkansas Medical Sciences 
College of Pharmacy, 2007

75

Part BPart B

Lawsuits against drug Lawsuits against drug 
makers shed light on makers shed light on 
illegal promotion and illegal promotion and 

serious risksserious risks

76

to recover money states to recover money states 
paid to purchase atypical paid to purchase atypical 
antipsychotics and the antipsychotics and the 
costs of medical care for costs of medical care for 
the people injured by         the people injured by         
these drugsthese drugs

(Pringle, 2007; Kesselheim & Avorn, 2007)

States sue drug makers for States sue drug makers for 
illegal marketing of illegal marketing of 
unapproved usesunapproved uses

77

Patients sue, charging 
that drug makers did not 
adequately warn about 
severe weight gain, 
pancreatitis, diabetes, 

and other risks

(Pringle, 2007; Kesselheim & Avorn, 2007) 78
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20072007:: Several states sue Eli Lilly for Several states sue Eli Lilly for 
downplaying or hiding data linking downplaying or hiding data linking 
use of the drug to weight gain and use of the drug to weight gain and 
hyperglycemiahyperglycemia

–– Most of those statesMost of those states’’ Medicaid Medicaid 

spending on antipsychotics is for spending on antipsychotics is for 

ZyprexaZyprexa

ZyprexaZyprexa lawsuitslawsuits

80

Eli Lilly has paid more than Eli Lilly has paid more than 
$1.2 billion$1.2 billion to settle 30,000+ to settle 30,000+ 
ZyprexaZyprexa lawsuits lawsuits 

–– The settlements required data The settlements required data 
on rates of adverse effects be on rates of adverse effects be 
kept kept secretsecret

2007: 2007: ZyprexaZyprexa settlements settlements 
top $1.2 billion, top $1.2 billion, so farso far

(Berenson, 2008)

81

2008: Feds, Eli Lilly negotiate             2008: Feds, Eli Lilly negotiate             
$1 billion $1 billion ZyprexaZyprexa finefine

If a deal is reached, it would be the If a deal is reached, it would be the 
largest fine ever paidlargest fine ever paid by a drug by a drug 
company for breaking the federal laws company for breaking the federal laws 
governing how governing how drugmakersdrugmakers can can 
promote their medicinespromote their medicines

82

2007: 2007: BristolBristol--Myers Squibb Myers Squibb 
pays $515 million over pays $515 million over 
illegal marketing and illegal marketing and 

pricing of pricing of AbilifyAbilify, , SerzoneSerzone, , 
other drugsother drugs

83

Litigation hasLitigation has

�� exposed shady practices of exposed shady practices of 
pharmaceutical manufacturerspharmaceutical manufacturers

�� uncovered previously hidden data uncovered previously hidden data 
about adverse eventsabout adverse events

�� helped doctors reassess risks and helped doctors reassess risks and 
benefits of some drugs and think benefits of some drugs and think 
critically about the available critically about the available 
““evidenceevidence””

(Kesselheim & Avorn, 2007) 84

Part CPart C

Conclusions and Conclusions and 
RecommendationsRecommendations
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Evidence Evidence ““poorpoor”” for the use for the use 
of of psychotropicspsychotropics in childrenin children

•• Little or no evidenceLittle or no evidence of efficacy and of efficacy and 

safetysafety of longof long--term use of these drugs in term use of these drugs in 
childrenchildren

•• Clear evidence of harmClear evidence of harm and risk of and risk of 
serious adverse events, including deathserious adverse events, including death

•• RiskRisk--benefit ratio especially poorbenefit ratio especially poor for for 
antidepressants, anticonvulsants, and antidepressants, anticonvulsants, and 
antipsychoticsantipsychotics

86

Need to rethink Need to rethink 
riskrisk--benefit ratio benefit ratio 

Risks for adverse events, including Risks for adverse events, including 
death, increase with the number of death, increase with the number of 
concomitant drugs administeredconcomitant drugs administered

Risks for adverse events are higher Risks for adverse events are higher 
in children, who are receiving in children, who are receiving 
adjusted adult dosages of drugs adjusted adult dosages of drugs 
rarely studied in childrenrarely studied in children

(Brown & Sammons, 2002; Riddle, Kastelic & Frosch, 2001; Vitiello, 2001)

87

Side effects leading to Side effects leading to 
multiple medications?multiple medications?

After initial medication, side After initial medication, side 
effects may be viewed as mental effects may be viewed as mental 
disorders and drugged, in a disorders and drugged, in a 
““prescribing cascadeprescribing cascade”” of of 
polypharmacypolypharmacy that keeps children that keeps children 
at risk with no sign of behavioral at risk with no sign of behavioral 
improvementimprovement

88

Available evidence does Available evidence does 
not justify use of not justify use of 

psychotropic drugs as psychotropic drugs as 
firstfirst--lineline treatments for treatments for 

children and children and 
adolescentsadolescents

89

Reassess all cases?Reassess all cases?

Given known risks and dearth of valid Given known risks and dearth of valid 
studies showing benefits, cases of studies showing benefits, cases of 
children receiving psychiatric children receiving psychiatric 
medications should be reassessed medications should be reassessed 

Children are involuntary patients. Children are involuntary patients. To To 
support continuing psychotropic drug support continuing psychotropic drug 
treatment, treatment, rockrock--solidsolid rationale should rationale should 
be provided in every single casebe provided in every single case

90

A Critical Curriculum
on Psychotropic Medications

Module 5

The End

www.CriticalThinkRx.org
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A Critical Curriculum on 

Psychotropic Medications

A A Critical CurriculumCritical Curriculum

on Psychotropic Medicationson Psychotropic Medications

• Principal Investigator: 

– David Cohen, Ph.D.

• Professional Consultants:

– David O. Antonuccio, Ph.D. 
(psychology)

– Kia J. Bentley, Ph.D. (social 
work)

– R. Elliott Ingersoll, Ph.D.
(counseling & psychology)

– Stefan P. Kruszewski, M.D 
(psychiatry)

– Robert E. Rosen, J.D., 
Ph.D. (law)

• Research Coordinator: 

– Inge Sengelmann, M.S.W.

• Flash production and design:

– Sane Development, Inc., and 
Cooper Design, Inc.

• Voice narration and Flash editing:

– Saul McClintock

www.CriticalThinkRx.org

CriticalThinkRx was made 
possible by a grant from the 

Attorneys General Consumer and 

Prescriber Grant Program, 

funded by the multi-state 

settlement of consumer fraud 

claims regarding the marketing of 

the prescription drug Neurontin®

4

NonNon--Medical Professionals and Medical Professionals and 

Psychotropic Medications:Psychotropic Medications:

Legal, Ethical and Legal, Ethical and 

Training IssuesTraining Issues

Module 6Module 6

5

Part APart A

Legal limits to prescribing Legal limits to prescribing 

psychotropic medicationspsychotropic medications

6

Who can prescribe?Who can prescribe?

Most states grant full or partial Most states grant full or partial 

prescriptive authority to prescriptive authority to 

licensed licensed physiciansphysicians, , dentistsdentists, , 

advanced nurse practitionersadvanced nurse practitioners, , 

pharmacistspharmacists, , podiatristspodiatrists, and , and 

optometristsoptometrists

(NASW, 2005;Norfleet, 2002; Wiggins & Wedding, 2004)
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7

Who cannot prescribe?Who cannot prescribe?

Social workers, mental health Social workers, mental health 

counselors, and most counselors, and most 

psychologists are not psychologists are not 

authorized to authorized to prescribe, prescribe, 

dispense, or            dispense, or            

administeradminister any          any          

medicationmedication

(NASW, 2005;Norfleet, 2002; Wiggins & Wedding, 2004) 8

Discussing Discussing any and allany and all medication medication 

issues with clients is issues with clients is OKOK

For example, Florida and California For example, Florida and California 
do notdo not prohibit nonprohibit non--medical medical 
professionals to discuss any professionals to discuss any 
medication issue with clients medication issue with clients 

A review of case law indicates that A review of case law indicates that 
this could not be construed as this could not be construed as 
practicing medicine without a practicing medicine without a 
licenselicense

(Cohen, 2007; Ingersoll, Bauer, & Burns, 2004; Littrell, 2003; Litrell & Ashford, 1995)

9

Psychologists have gained Psychologists have gained 

limited authority to prescribe limited authority to prescribe 

in 2 states and 1 U.S. territoryin 2 states and 1 U.S. territory

New Mexico (2002)New Mexico (2002)

Louisiana (2004)Louisiana (2004)

Guam (1998)Guam (1998)

SpeciallySpecially--trained trained 

Department of Department of 

Defense Defense 

psychologists psychologists 

also may also may 

prescribeprescribe

10

PsychologistsPsychologists’’ efforts efforts 

continue continue ……

In 2005In 2005--2006, 14 states voted 2006, 14 states voted 

on laws to allow psychologists on laws to allow psychologists 

to prescribe, but none passedto prescribe, but none passed

(Goode, 2002; Long, 2005; McGrath et al., 2004; Norfleet, 2002)

11

Issue is debatedIssue is debated……

•• Who needs psychologists to prescribe?Who needs psychologists to prescribe?

•• What special training is needed?What special training is needed?

•• Is it simply about more money? Is it simply about more money? 

•• Is psychology selling its soul for a mess Is psychology selling its soul for a mess 
of (pharmaceutical) pottage?of (pharmaceutical) pottage?

but the discussion has shifted but the discussion has shifted 
fromfrom““ShouldShould psychologists prescribe?psychologists prescribe?””
to to ““WhenWhen will they prescribe and will they prescribe and howhow

should they prepare?should they prepare?””

(Heiby, 2002; Kenkel, 2006; Sanua, 2003)
12

Are counselors next?Are counselors next?

Among members of the American Mental Among members of the American Mental 

Health Counselors Association, Health Counselors Association, 

–– 41% would like to pursue independent 41% would like to pursue independent 

prescription privileges prescription privileges 

–– 64% would like to obtain dependent 64% would like to obtain dependent 

privilegesprivileges

–– > 90% want psychopharmacology training in > 90% want psychopharmacology training in 

their curriculumtheir curriculum

(Scovel, Christensen, & England, 2002)
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13

How about social workers?How about social workers?

Survey of a national sample of 176 Survey of a national sample of 176 

practitioners in late 1990spractitioners in late 1990s

–– 52% opposed to obtaining prescription 52% opposed to obtaining prescription 

privilegesprivileges

–– 19% in favor19% in favor

–– the rest said the rest said ““maybemaybe”” or did not respondor did not respond

(Piotrowski & Doelker, 2001)

14

Professional associationsProfessional associations’’ stancesstances

American Psychological AssociationAmerican Psychological Association
supports psychologistssupports psychologists’’ efforts to gain efforts to gain 
prescriptive authorityprescriptive authority

National Association of Social WorkersNational Association of Social Workers
views prescription as beyond the scope views prescription as beyond the scope 
of the professionof the profession

American Psychiatric AssociationAmerican Psychiatric Association actively actively 
opposes all such initiatives from non MDsopposes all such initiatives from non MDs

15

Part BPart B

Ethical and Legal Issues:Ethical and Legal Issues:
Competence and TrainingCompetence and Training

Informed Consent Informed Consent 

ConfidentialityConfidentiality

16

ProfessionalProfessional competencecompetence is a is a 

core principle in the codes core principle in the codes 

of ethics and standards for of ethics and standards for 

practice of various helping practice of various helping 

professionsprofessions

(ACA, AMHCA, APA, NASW)

17

To maintain competence, To maintain competence, 

professional codes recommendprofessional codes recommend

Education and training Education and training 

Consultation Consultation 

SupervisionSupervision

Continuing educationContinuing education

(ACA, AMHCA, APA, NASW)
18

Competence requiresCompetence requires

��knowledge of valid information knowledge of valid information 
relevant to practicerelevant to practice

��regular critical review of regular critical review of 
literature and emerging literature and emerging 
informationinformation

��participation in relevant and participation in relevant and 
unbiased CEunbiased CE

(ACA, AMHCA, APA, NASW)
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19

No specific standards address No specific standards address 
working with clients and others working with clients and others 
around medicationaround medication--related issuesrelated issues

In the absence of standards, Codes In the absence of standards, Codes 
advise advise exercising careful exercising careful 
judgment and taking responsible judgment and taking responsible 
stepssteps to ensure competence and to ensure competence and 
protect clients from harmprotect clients from harm

(ACA, AMHCA, APA, NASW) 20

Knowledge = CompetenceKnowledge = Competence

Training = KnowledgeTraining = Knowledge

Without knowledge about drugs, Without knowledge about drugs, 

counselors, psychologists and social counselors, psychologists and social 

workers are illworkers are ill--prepared to meet their prepared to meet their 

clientsclients’’ needsneeds

Psychopharmacology should be part of Psychopharmacology should be part of 

training for nontraining for non--medical practitionersmedical practitioners

(Barnett & Neel, 2000; Bauer, Ingersoll & Burns, 2004; Bentley, 

2005; Carlson, Thaler & Hirsch, 2005; Dziegielewski & Leon, 1998; 

Farmer, Walsh & Dziegielewski, 1998; Ingersoll, 2000)

Knowledge increases Knowledge increases 

confidence and empowers confidence and empowers 

nonnon--medical professionals medical professionals 

to participate fully in to participate fully in 

multidisciplinary multidisciplinary 

environmentsenvironments

(Farmer, Walsh & Bentley, 2006; Dziegelewski, 1998; Littrell, 2003)
22

Education vs. indoctrinationEducation vs. indoctrination

Students & practitioners must be Students & practitioners must be 
educatededucated rather than rather than 

indoctrinatedindoctrinated, and should be , and should be 
exposed to controversies, exposed to controversies, 

uncertainties in knowledge, and uncertainties in knowledge, and 
wellwell--argued alternatives to argued alternatives to 

popular viewspopular views

(Dziegelewski, 1998; Gomory & Lacasse, 2001; Litrell, 2003)

23

Special guidelines neededSpecial guidelines needed

Use of Use of polypharmacypolypharmacy

Integrating psychosocial and Integrating psychosocial and 
biological therapiesbiological therapies

Specific groups, such as children, Specific groups, such as children, 
older persons, pregnant womenolder persons, pregnant women

Ethical and critical thinking skills in Ethical and critical thinking skills in 
the age of the age of ““Big Big PharmaPharma””

(Buelow & Chafetz, 1996; Chafetz & Buelow, 1994; Dunivin & 

Southwell, 2000; Freimuth, 1996; Levant & Shapiro, 2002;    

Smyer et al., 1993) 24

Informed ConsentInformed Consent

More than just signing a formMore than just signing a form
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25

Why obtain informed Why obtain informed 

consent?consent?

Informed consent is the bedrock Informed consent is the bedrock 

of professional practice in a free of professional practice in a free 

societysociety

–– It promotes the It promotes the right to self right to self 

determinationdetermination, , prevents harmprevents harm and and 

provides for the provides for the clientclient’’s best s best 

interestinterest
(Cohen & Jacobs, 2000; Strom-Gottfried, 1998; Littrell & Ashford, 1995; Littrell, 2003)

What is informed consent?What is informed consent?

A systematic A systematic processprocess intended intended 

to guarantee the clientto guarantee the client’’s right s right 

to choose, to privacy and to to choose, to privacy and to 

safetysafety

(Dell et al 2008; Littrell & Ashford, 1995; Litrell, 2003; Strom-Gottfried, 1998)

27

What is What is notnot informed informed 

consent?consent?

Having a client signHaving a client sign--

off on services off on services 

without a clear without a clear 

understanding of the understanding of the 

information, including information, including 

uncertainties about uncertainties about 

the treatmentthe treatment

(Cohen & Jacobs, 2000; Littrell & Ashford, 1995; Reamer, 2003) 28

Validity of consent formsValidity of consent forms

Blanket consent forms lack Blanket consent forms lack 

specificity and have specificity and have 

been challenged in courtbeen challenged in court

Signing a blank consent Signing a blank consent 

form to be completed form to be completed 

later later is notis not valid consentvalid consent

(Littrell & Ashford, 1995; Reamer, 2003; Strom-Gottfried, 1998)

29

Standards for valid consentStandards for valid consent

1.1. Avoid coercion and undue influenceAvoid coercion and undue influence

2.2. Assess client competence to consentAssess client competence to consent

3.3. Specify procedures or actions in the Specify procedures or actions in the 
form form 

4.4. Inform clients of the right to refuse Inform clients of the right to refuse 
or withdraw consentor withdraw consent

5.5. Provide adequate information on Provide adequate information on 
risks, benefits risks, benefits andand alternatives to alternatives to 
treatmenttreatment

(Reamer, 2003) 30

Coercion or undue Coercion or undue 

influenceinfluence

Practitioners who Practitioners who wantwant clients clients 

to agree to treatments or to agree to treatments or 

procedures may be exercising procedures may be exercising 

undue influence and will undue influence and will 

jeopardize validity of their jeopardize validity of their 

consentconsent

(Dell et al 2008; Littrell & Ashford, 1995; Reamer, 2003; Strom-Gottfried, 1998)
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31

““AdequateAdequate”” informationinformation

��Critical findings on usefulness, Critical findings on usefulness, 

ineffectiveness and ineffectiveness and reported reported 

information on harminformation on harm

��Description of the hopedDescription of the hoped--for benefits for benefits 

and and how success will be evaluatedhow success will be evaluated

��AlternativesAlternatives to treatment being to treatment being 

proposedproposed

��Costs of treatmentCosts of treatment
(Littrell, 2003; Littrell & Ashford, 1995; Strom-Gottfried, 1998) 32

Knowledge of alternativesKnowledge of alternatives

Lack of knowledge about the Lack of knowledge about the 
alternatives to proposed alternatives to proposed 
treatment treatment invalidatesinvalidates
informed consentinformed consent

Competence by providers in a Competence by providers in a 
variety of treatment methods variety of treatment methods 

is is essentialessential to informed to informed 
consentconsent

(Littrell, 2003; Littrell & Ashford, 1995; Strom-Gottfried, 1998)

33

Encourage questionsEncourage questions

Informed consent should serve to Informed consent should serve to 
empower clients to make empower clients to make 
intelligent decisions about their intelligent decisions about their 
care, not protect practitioners care, not protect practitioners 
from liabilityfrom liability

Practitioners must ensure the Practitioners must ensure the 
persons receiving the information persons receiving the information 

understand itunderstand it, and should 
encourage questions

(Littrell, 2003; Cohen & Jacobs, 2000; Strom-Gottfried, 1998; Tan et al., 2007) 34

Competence to consentCompetence to consent

““The capacity to act onThe capacity to act on oneone’’s s 

own behalf, to understand and own behalf, to understand and 

weigh potential outcomes, to weigh potential outcomes, to 

anticipate future consequences anticipate future consequences 

of a decision.of a decision.””

(Tan et al., 2007)

In youths, assessment considers 

intelligence and cognitive 

functioning, maturity, impact of any 

distress, seriousness and urgency of 

situation, and impact of youth’s 

relationships

Refusing to consent does not mean 
incompetence

(Dell et al 2008; Tan et al 2007)

Assessing competence Assessing competence 

to consentto consent

36

Cognitive capacity of childrenCognitive capacity of children

By about age 9By about age 9, children reach , children reach 

the same conclusions as adults, the same conclusions as adults, 

but by different strategiesbut by different strategies

By about age 14By about age 14, minors show the , minors show the 

same risksame risk--benefit reasoning as benefit reasoning as 

adults and can participate in adults and can participate in 

the consent process the consent process 

(Dell et al 2008; Spetie & Arnold, 2007)
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37

Respect for autonomyRespect for autonomy

Older children and adolescents should Older children and adolescents should 

participate in the consent process in participate in the consent process in 

order to protect them from being order to protect them from being 

subjected to treatment procedures subjected to treatment procedures 

against their will, and to respect their against their will, and to respect their 

developing autonomy and personhooddeveloping autonomy and personhood

(Dell et al 2008; Spetie & Arnold, 2007)

38

ThirdThird--party representationparty representation

Those who cannot Those who cannot 

give consent require give consent require 

a third party to act a third party to act 

““in their best in their best 

interestsinterests””

(Spetie & Arnold, 2007)

There are many views on just what There are many views on just what 
this meansthis means……

39

What about preschoolers?What about preschoolers?

Are parents fully able to carry out Are parents fully able to carry out 

their advocacy role? their advocacy role? 

Their capacity to act in their young Their capacity to act in their young 

childchild’’s best interest warrants s best interest warrants 

careful evaluationcareful evaluation

(Dell et al 2008; Spetie & Arnold, 2007)

““The clinician must be watchful for The clinician must be watchful for 

caregivers who may have ulterior motives caregivers who may have ulterior motives 

and want a child to be medicated for their and want a child to be medicated for their 

own convenience, or because own convenience, or because 

pharmacotherapy may simply be pharmacotherapy may simply be ‘‘easiereasier’’

than behavioral therapy, or than behavioral therapy, or as is more as is more 

often the caseoften the case, caregivers who have , caregivers who have 

unrealistic expectationsunrealistic expectations about what about what 

benefits a treatment may potentially hold benefits a treatment may potentially hold 

for the child.for the child.””

(Dell et al., 2008, p. 105)

41

Constitutional right to refuse Constitutional right to refuse 

or withdraw consentor withdraw consent

Clients have the right to refuse or Clients have the right to refuse or 

withdraw consent at any time and withdraw consent at any time and 

must be informed of this rightmust be informed of this right

State and federal courts have State and federal courts have 

consistently ruled that it is unfair consistently ruled that it is unfair 

to allow forced medication without to allow forced medication without 

““adequateadequate”” procedural guidelinesprocedural guidelines

(Bentley, 1993) 42

Forced treatment remains Forced treatment remains 

a most controversial issuea most controversial issue

Although a fixture of mental health Although a fixture of mental health 

interventions, involuntary treatment interventions, involuntary treatment 

must be must be literallyliterally ““option of last resortoption of last resort””

Opponents of forced treatment assert that Opponents of forced treatment assert that 

it violates oneit violates one’’s fundamental human s fundamental human 

rights, creates distrust of helpers, and rights, creates distrust of helpers, and 

undermines the foundation for recoveryundermines the foundation for recovery

(Bassman, 2005)
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43

Taking psychotropic Taking psychotropic 

medications, having a medications, having a 

psychiatric diagnosis, psychiatric diagnosis, 

or experiencing major or experiencing major 

distress, does not by distress, does not by 

itself provide grounds itself provide grounds 

for being denied the for being denied the 

right to refuse or right to refuse or 

withdraw consentwithdraw consent

(Bentley, 1993) 44

ConfidentialityConfidentiality

45

Confidentiality vs. privacyConfidentiality vs. privacy

U.S. Constitution guarantees U.S. Constitution guarantees 
privacy privacy rights, not confidentiality, rights, not confidentiality, 

to the individualto the individual

Confidentiality is essential to Confidentiality is essential to 
develop trust between client and develop trust between client and 

professionalprofessional

(Corcoran, Gorin & Moniz, 2005; Hanson & Sheridan, 1997; Millstein, 2000)
46

““Duty to protectDuty to protect””

However, the state can breach However, the state can breach 
confidentiality if it has a confidentiality if it has a 
rationale for seeing the rationale for seeing the 
information, such as the information, such as the ““duty duty 
to protectto protect”” client or others client or others 
from harmfrom harm

(Corcoran, Gorin & Moniz, 2005; Millstein, 2000)

47

Managed care organizations Managed care organizations 
and publiclyand publicly--funded payers funded payers 
require information from require information from 
providers about clientsproviders about clients’’
–– psychiatric diagnosespsychiatric diagnoses

–– treatment procedurestreatment procedures

–– progress and outcomesprogress and outcomes

(Bilynsky & Vernaglia, 1998; 

Corcoran, Gorin & Moniz, 2005; Millstein, 2000)

Relinquishing confidentialityRelinquishing confidentiality

48

Ethical mandatesEthical mandates

Clients must be informed of, Clients must be informed of, 

and authorizeand authorize, all disclosures , all disclosures 

made to insurers and advised made to insurers and advised 

of the potential risks of such of the potential risks of such 

disclosure disclosure before before disclosure is disclosure is 

mademade

(Reamer, 2001; Millstein, 2000)
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49

Part CPart C

Emerging Legislative IssuesEmerging Legislative Issues

Concerns over medicating Concerns over medicating 

children lead to new lawschildren lead to new laws

50

States respond to concernsStates respond to concerns

In 2004, several states passed In 2004, several states passed 
laws limiting recommendations laws limiting recommendations 
from school personnel about from school personnel about 
medications, and requiring medications, and requiring 
their training where their training where 
administration of drugs was administration of drugs was 
allowedallowed

51

2005:2005: U.S. House of U.S. House of 
Representatives passes Representatives passes Child Child 
Medication Safety ActMedication Safety Act (H.R. 1790)(H.R. 1790)

–– Bill seeks to Bill seeks to protect children from protect children from 
being forced to take psychotropic being forced to take psychotropic 
drugsdrugs as a preas a pre--condition forcondition for
attending public school, and attending public school, and 
intends to restore parental intends to restore parental 
authority over decisions about their authority over decisions about their 
childrenchildren’’s healths health

52

Florida limits schoolFlorida limits school’’s roles  s roles  

F.S. 1006.0625F.S. 1006.0625

Public schools cannot require students Public schools cannot require students 
to receive psychotropic medication as to receive psychotropic medication as 
a condition for attending schoola condition for attending school

““Any medical decision made to address Any medical decision made to address 
a studenta student’’s need is a matter between s need is a matter between 
the student, the studentthe student, the student’’s parent, s parent, 

and a competent health care and a competent health care 
professional chosen by the parent.professional chosen by the parent.””

53

F.S. 39.407 places limits on F.S. 39.407 places limits on 

medicating children in state custodymedicating children in state custody

Children under state care can be medicated Children under state care can be medicated 

onlyonly after obtaining after obtaining express and informed express and informed 

consentconsent from the parent, or, if parental from the parent, or, if parental 

rights have been terminated, receiving rights have been terminated, receiving 

authorization from a judgeauthorization from a judge

Florida and other states now require state Florida and other states now require state 

agencies to keep list of foster care children agencies to keep list of foster care children 

on medson meds——but no register in U.S. tracks but no register in U.S. tracks 

health effects of prescriptions on kidshealth effects of prescriptions on kids
54

Mental health Mental health 

screening debatescreening debate

Joining the list of issues Joining the list of issues 

hotly debated is a 2003 hotly debated is a 2003 

Presidential task force Presidential task force 

recommendation to recommendation to 

screen screen all schoolall school--aged aged 

childrenchildren for mental for mental 

health problemshealth problems

(President’s New Freedom Commission Report on Mental Health, 2003)
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55

Early detection or Early detection or 

pharmaceutical ploy?pharmaceutical ploy?

ProsPros: early : early 
detection and detection and 
treatment of treatment of 
disordersdisorders

ConsCons:  invalid :  invalid 
diagnoses and diagnoses and 
screening screening 
instruments;  instruments;  
drugdrug companies companies 
attempt to attempt to 
increase market increase market 
share for share for 
psychiatric drugspsychiatric drugs

56

Part DPart D

Psychotropic Medications Psychotropic Medications 

and Children:and Children:

““First Do No HarmFirst Do No Harm””

57

““Children and adolescents are Children and adolescents are 

deemed vulnerable populations, deemed vulnerable populations, 

at risk of being harmed by at risk of being harmed by 

unethical or suboptimal practice unethical or suboptimal practice 

and research and are in need of and research and are in need of 

protection.protection.””

(Spetie & Arnold, 2007, p. 15) 58

Medications have Medications have 
sociosocio--cultural cultural 
implications and implications and 
impact childrenimpact children’’s s 

identitiesidentities

(Dell et al, 2008; Floersch, 2003)

59

How do children interpret How do children interpret 

their taking drugs?their taking drugs?
To make sense of everyday To make sense of everyday 

medication treatment, children medication treatment, children 

develop develop ““illness narrativesillness narratives””

They may learn to see themselves as They may learn to see themselves as 

““defectivedefective”” and unable to control and unable to control 

their actionstheir actions
(Dell et al 2008; Floersch, 2003)

60

Medication Medication ““messagesmessages””

““Better living through Better living through 

chemistrychemistry””::

Children learn to use drugs to deal Children learn to use drugs to deal 

with behavioral, emotional, with behavioral, emotional, 

academic and social difficultiesacademic and social difficulties

(Dell et al 2008; Floersch, 2003; Jacobs, 2006)
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61

Competent practice involvesCompetent practice involves

listening and responding to listening and responding to 

how youths make sense of their how youths make sense of their 

medication experiencemedication experience

This requires therapeutic and This requires therapeutic and 

personal interpretationpersonal interpretation

(Dell et al 2008; Floersch, 2003; Rappaport & Chubinsky, 2000) 62

In child and adolescent In child and adolescent 
psychiatry, medication psychiatry, medication 
decisions are infrequently decisions are infrequently 
guided by scientific guided by scientific 

knowledge, as data on safety knowledge, as data on safety 
and efficacy for most and efficacy for most 
psychotropicspsychotropics in youths in youths 

remains limitedremains limited

(Jensen et al., 1999: Matsui et al. 2003; Spetie & Arnold, 2007; 

Vitiello, 2003)

63

““The bottom line is that the use of The bottom line is that the use of 

psychiatric medications far exceeds psychiatric medications far exceeds 

the evidence of safety and the evidence of safety and 

effectivenesseffectiveness””

Ronald Brown, Chair,Ronald Brown, Chair,

2006 American Psychological Association (APA) 2006 American Psychological Association (APA) 

Working Group on Psychoactive Medications for Working Group on Psychoactive Medications for 

Children and AdolescentsChildren and Adolescents

(2007)
64

““Whether one subscribes to Whether one subscribes to 
the Hippocratic dictum the Hippocratic dictum ‘‘first, first, 
do no harmdo no harm’’ or takes a riskor takes a risk--

benefit approach to benefit approach to 
treatment, it is impossible to treatment, it is impossible to 
discount possible unwanted discount possible unwanted 

treatment effects.treatment effects.””

(APA Working Group on Psychoactive Medications for Children and Adolescents, 2006, p. 27)

65

Part EPart E

Conclusions and Conclusions and 

RecommendationsRecommendations

66

NonNon--medical professionals may medical professionals may 

neither prescribe, dispense, or neither prescribe, dispense, or 

administer drugs, but they may administer drugs, but they may 

discussdiscuss any medicationany medication--related related 

issue with their clients, issue with their clients, 

including how their clients can including how their clients can 

attain their goals with the use attain their goals with the use 

or nonor non--use of medicationsuse of medications
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67

Legal implicationsLegal implications

Even professionals who do not Even professionals who do not 

prescribe are being called to prescribe are being called to 

testify in court about matters testify in court about matters 

that directly concern that directly concern 

treatment of clients with treatment of clients with 

psychotropic medicationspsychotropic medications

68

Training for competenceTraining for competence

ToTo remain competent in this remain competent in this 

emerging field requires emerging field requires 

basic education and basic education and 

training, including training, including critical critical 

perspectivesperspectives on drug use on drug use 

and marketingand marketing

69

Professionals working with children Professionals working with children 

receiving psychotropic drugs must take receiving psychotropic drugs must take 

responsibility for their education, and responsibility for their education, and 

be accountable to clients and society be accountable to clients and society 

for for their own decisionstheir own decisions about about 

medicationmedication--related issuesrelated issues
70

Ethical standardsEthical standards

A practitionerA practitioner’’s involvement in s involvement in 

referring children for referring children for 

medication, encouraging medication, encouraging 

medication compliance, and medication compliance, and 

monitoring effects, must rest on monitoring effects, must rest on 

the the highesthighest ethical standardsethical standards

71

Can anyone Can anyone 
ethically reassure ethically reassure 
clients about the clients about the 

safety of safety of 
psychiatric drugs psychiatric drugs 
for children when for children when 
information is not information is not 
yet available?yet available?

(Littrell, 2003)
72

Balancing risks and benefitsBalancing risks and benefits

When considering treatments, When considering treatments, 

practitioners have an practitioners have an ethical ethical 

responsibilityresponsibility to balance to balance 

potential benefits with potential benefits with 

potential risks potential risks and and toto discuss discuss 

both with parents as well as both with parents as well as 

older children to older children to obtain obtain 

informed consent informed consent from bothfrom both
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““The potential for benefit from these The potential for benefit from these 

medications must be balanced medications must be balanced 

against the risks of not only the against the risks of not only the 

physical side effects, but also the physical side effects, but also the 

social stigmasocial stigma, , costcost, , inconvenienceinconvenience, , 

and even and even family disapprovalfamily disapproval that can that can 

accompany even the most seemingly accompany even the most seemingly 

clearclear--cut, evidencecut, evidence--based treatment based treatment 

recommendation.recommendation.””

(Dell et al., 2008, p. 99)
74

Given all the known risksGiven all the known risks

associated with psychotropic associated with psychotropic 

drugs, attempting drugs, attempting 

psychosocial therapies to psychosocial therapies to 

treat problems in children treat problems in children 

prior to considering prior to considering 

medicationmedication is an is an ethical ethical 

prioritypriority

75

Use of psychotropic Use of psychotropic 
medications that have been medications that have been 
reported to have serious reported to have serious 

adverse effects in childrenadverse effects in children——
including deathincluding death——should be should be 

haltedhalted until research until research 
demonstrates that both demonstrates that both 

shortshort-- and longand long--term benefits term benefits 
outweigh the already known outweigh the already known 

risksrisks

““First do no harmFirst do no harm””

76

Avoid psychotropic drug use Avoid psychotropic drug use 

in young children untilin young children until

��evidenceevidence--based psychosocial based psychosocial 
interventions have been exhaustedinterventions have been exhausted

��rationallyrationally--anticipated benefits anticipated benefits 
outweigh the likelihood of risksoutweigh the likelihood of risks

��parents/guardians are fully parents/guardians are fully 
informedinformed

��close monitoring is in placeclose monitoring is in place

(Vitiello, 2001)

A Critical Curriculum

on Psychotropic Medications

Module 6

The End

www.CriticalThinkRx.org
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A Critical Curriculum on A Critical Curriculum on 

Psychotropic MedicationsPsychotropic Medications

A A Critical CurriculumCritical Curriculum

on Psychotropic Medicationson Psychotropic Medications

•• Principal Investigator: Principal Investigator: 

–– David Cohen, Ph.D.David Cohen, Ph.D.

•• Professional Consultants:Professional Consultants:

– David O. Antonuccio, Ph.D. 
(psychology)

– Kia J. Bentley, Ph.D. (social 
work)

– R. Elliott Ingersoll, Ph.D.
(counseling & psychology)

– Stefan P. Kruszewski, M.D 
(psychiatry)

– Robert E. Rosen, J.D., 
Ph.D. (law)

•• Research Coordinator: Research Coordinator: 

–– Inge Sengelmann, M.S.W.Inge Sengelmann, M.S.W.

•• Flash production and design:Flash production and design:

– Sane Development, Inc., and 
Cooper Design, Inc.

•• Voice narration and Flash editing:Voice narration and Flash editing:

– Saul McClintock

www.CriticalThinkRx.org

CriticalThinkRx was made 
possible by a grant from the 

Attorneys General Consumer and 
Prescriber Grant Program, 
funded by the multi-state 

settlement of consumer fraud 
claims regarding the marketing of 
the prescription drug Neurontin®

Module 7Module 7

Medication Management: Medication Management: 

ProfessionalProfessional Roles and Roles and 

Best Practices Best Practices 

Part APart A

NonNon--medical roles and medical roles and 

medication managementmedication management

6

Historical roles of Historical roles of 

nonnon--medical helpersmedical helpers

To serve as resources for To serve as resources for 

physicians and allied professionals:physicians and allied professionals:

–– FirstFirst, giving clients information , giving clients information 

about their medications;about their medications;

–– ThenThen, identifying obstacles to , identifying obstacles to 

compliance;compliance;

–– LaterLater, advocating for clients, advocating for clients

(Bentley, Walsh, & Farmer, 2005)
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7

A 2001 national survey of A 2001 national survey of 
clinical and mental health clinical and mental health 
social workers identified social workers identified 31 31 
possible tasks and activities possible tasks and activities 
related to medicationrelated to medication

(Bentley, Walsh, & Farmer, 2005)
8

Survey found some tasks Survey found some tasks 

““frequentlyfrequently”” performed with clientsperformed with clients

��Discussing clientsDiscussing clients’’ feelings feelings 
about taking medicationsabout taking medications

��Making referrals to physicians Making referrals to physicians 

��Discussing how medications Discussing how medications 
may work with other may work with other 
interventionsinterventions

(Bentley, Walsh, & Farmer, 2005)

9

Tasks Tasks ““oftenoften”” performed performed 

with clientswith clients

��Helping weigh pros and cons of Helping weigh pros and cons of 
taking medicationtaking medication

��Monitoring clientsMonitoring clients’’ compliance compliance 
with medication with medication 

��Discussing medication Discussing medication 
problemsproblems

(Bentley, Walsh, & Farmer, 2005)
10

Tasks Tasks ““rarelyrarely”” performedperformed

(Bentley, Walsh, & Farmer, 2005)

��Assessing and documenting Assessing and documenting 

adverse effectsadverse effects

��Educating about medicationsEducating about medications

��Suggesting changes in Suggesting changes in 

medications to physiciansmedications to physicians

11

Assuming roles is Assuming roles is 

complicated by:complicated by:

�� priority of some professional values and priority of some professional values and 
ethics, such as clientethics, such as client’’s right to selfs right to self--
determination determination 

�� questions about validity of medical model questions about validity of medical model 
for explaining human distressfor explaining human distress

�� gaps and uncertainties in evidence about gaps and uncertainties in evidence about 
medicationsmedications

�� influence of pharmaceutical companies on influence of pharmaceutical companies on 
the entire mental health systemthe entire mental health system

(Walsh, Farmer, Taylor & Bentley, 2003) 12

Increasing demands to Increasing demands to 

regulate medicated clients regulate medicated clients 

clash with professional clash with professional 

values, creating a values, creating a 

““professional dissonanceprofessional dissonance””

(Taylor & Bentley, 2005)
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Public and Public and 

professional attitudesprofessional attitudes

14(McLeod, et al. 2004)

Overall, the public does not Overall, the public does not 
embrace psychiatric medications as embrace psychiatric medications as 
a solution to childrena solution to children’’s problemss problems

–– 70% of adult Americans refuse to use 70% of adult Americans refuse to use 
medication for children labeled medication for children labeled 
““oppositionaloppositional”” or or ““hyperactivehyperactive””

–– Only 10% see medication as the most Only 10% see medication as the most 
effective component of treatment, and 66% effective component of treatment, and 66% 
believe it is used as a substitute for other believe it is used as a substitute for other 
interventionsinterventions

15

Practitioners dividedPractitioners divided

(Moses & Kirk, 2006)

Some find drug treatment of Some find drug treatment of 
youth helpful or essentialyouth helpful or essential

Others find drugs used as a form Others find drugs used as a form 
of social control, misused as a of social control, misused as a 
remedy for frustrated parents or remedy for frustrated parents or 
overtaxed system, or ineffectiveovertaxed system, or ineffective

16

Helping parents find Helping parents find 

solutionssolutions

When faced with a distressed When faced with a distressed 

child, parents may perceive few child, parents may perceive few 

options in a world where insurers, options in a world where insurers, 

medical providers and schools medical providers and schools 

pressure them to medicate their pressure them to medicate their 

childrenchildren

(McLeod et al., 2004)

17

Unbiased sources of Unbiased sources of 

informationinformation

NonNon--medical professionals should  medical professionals should  
serve as serve as ““unbiased sources of unbiased sources of 
informationinformation”” to help parents find the to help parents find the 
right solutions for their children and right solutions for their children and 
to promote alternatives based on to promote alternatives based on 
criticallycritically--evaluated evidenceevaluated evidence

(Bradley, 2003; Buccino, 2006; McLeod et al., 2004)

18

““Vigilant and critically Vigilant and critically 

mindedminded””

NonNon--medical professionals are medical professionals are 
urged to maintain an urged to maintain an ““informed informed 
but criticalbut critical”” stance by developing stance by developing 
adequate knowledge about the adequate knowledge about the 
benefits and adverse effects of benefits and adverse effects of 
psychotropic drugs, and remain psychotropic drugs, and remain 
““vigilant, and critically mindedvigilant, and critically minded””

(Moses & Kirk, 2006, pp. 220-221)
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19

Yet be familiar with basic Yet be familiar with basic 

psychopharmacologypsychopharmacology

including uses, side effects, including uses, side effects, 
dosages, and drug dosages, and drug 

interactions in order to be interactions in order to be 
effective in this complex effective in this complex 

environmentenvironment

(Bradley, 2003; Buccino, 2006)

Part BPart B

Evolving roles in Evolving roles in 

medication managementmedication management

21

In todayIn today’’s s collaborative, collaborative, 

multimulti--disciplinary disciplinary 

environmentenvironment,  non,  non--medical medical 

practitioners are called practitioners are called 

upon to play many roles on upon to play many roles on 

behalf of clients taking behalf of clients taking 

medicationmedication

22

PhysicianPhysician’’s Assistants Assistant
Traditionally the most common Traditionally the most common 
role for professionals legally role for professionals legally 
limited in their scope of work with limited in their scope of work with 
medications, theymedications, they

–– Help clients follow doctorHelp clients follow doctor’’s s 
recommendationsrecommendations

–– Not expected to give advice about Not expected to give advice about 
decisions involving the prescriptiondecisions involving the prescription

(Bentley & Walsh, 2006)

23

ConsultantConsultant
Evaluates client to assess for referral Evaluates client to assess for referral 

to physiciansto physicians

Prepares clients to talk with the Prepares clients to talk with the 
prescribing physicianprescribing physician

Monitors clientMonitors client’’s subjective s subjective 
experience of medicationexperience of medication

Assesses clientAssesses client’’s ability to pay for s ability to pay for 
expensive drugsexpensive drugs

(Bentley & Walsh, 2006)
24

CounselorCounselor

Coaches and teaches by providing Coaches and teaches by providing 

information and advice about information and advice about 

medicationsmedications

Teaches problem solving, helps Teaches problem solving, helps 

identify alternatives, assists in identify alternatives, assists in 

making decisionsmaking decisions

(Bentley & Walsh, 2006)
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25

MonitorMonitor
Helps client observe positive and Helps client observe positive and 

negative effects of medicationnegative effects of medication

Evaluates clientEvaluates client’’s medication s medication 
responses, in psychological, responses, in psychological, 
interpersonal, and social realms, interpersonal, and social realms, 
and effects on selfand effects on self--image and image and 
identityidentity

Discusses the monitoring process Discusses the monitoring process 
with clients, families and with clients, families and 
physiciansphysicians

(Bentley & Walsh, 2006) 26

AdvocateAdvocate
Presents clientPresents client’’s expressed wishes s expressed wishes 

to those in the medical or mental to those in the medical or mental 
health systemhealth system

Ideally, has a peer relationship Ideally, has a peer relationship 
with the physician and with the physician and 
participates in all phases of participates in all phases of 
medication decisionmedication decision--makingmaking

Possesses knowledge of Possesses knowledge of 
psychopathology, medications, psychopathology, medications, 
and related laws and regulationsand related laws and regulations

(Bentley & Walsh, 2006)

27

TeacherTeacher
Provides educational materials and Provides educational materials and 

other information to clients about:other information to clients about:

–– The purposes, actions and effects of The purposes, actions and effects of 

medicationsmedications

–– ProblemProblem--solving regarding medication solving regarding medication 

issues and adverse effectsissues and adverse effects

–– Practical suggestions to help clients Practical suggestions to help clients 

take medication appropriatelytake medication appropriately

(Bentley & Walsh, 2006)
28

ResearcherResearcher

Conducts and publishes Conducts and publishes 
research in medical and research in medical and 
nonnon--medical literature medical literature 
about the full range of about the full range of 
psychotropic medication psychotropic medication 
issuesissues

(Bentley & Walsh, 2006)

29

An emerging clinical role: An emerging clinical role: 

easing clients off medseasing clients off meds

Helping clients Helping clients withdrawwithdraw from psychiatric from psychiatric 
drugs or helping simplify medication drugs or helping simplify medication 
regimenregimen

Contingent on practitioner competence and Contingent on practitioner competence and 
a a ““rational, personrational, person--centeredcentered”” approachapproach

Guidelines exist for nonGuidelines exist for non--medical medical 
practitioners to recognize and address practitioners to recognize and address 
discontinuation effectsdiscontinuation effects

(Cohen, 2007; Meyers, 2007; Rivas-Vasquez et al., 1999)

Effective collaboration with Effective collaboration with 

clients, physicians and clients, physicians and 

other providers of careother providers of care
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31

TraditionalTraditional

Reflects dominance of medical Reflects dominance of medical 

professionprofession

Characterized by limited, Characterized by limited, 

unclear or subservient roles of unclear or subservient roles of 

nonnon--medical professionalsmedical professionals

(Bentley & Walsh, 2006, Bronstein, 2003)
32

InterdisciplinaryInterdisciplinary

Improves services to the client 

and work satisfaction for 

professionals

– May not translate in all 

environments and training in 

effective models is needed

(Bentley & Walsh, 2006; Bronstein, 2003)

33

TransformationalTransformational

Enhances the contributions of Enhances the contributions of allall

members of a teammembers of a team

Assumes Assumes nonnon--hierarchical relationshipshierarchical relationships

where physicians integrate where physicians integrate 

psychosocial aspects of care and psychosocial aspects of care and 

involve noninvolve non--medical professionals in medical professionals in 

decisiondecision--makingmaking

(Bentley & Walsh, 2006; Bronstein, 2003) 34

Components of an Components of an 

Interdisciplinary ModelInterdisciplinary Model

INTERDISCIPLINARYINTERDISCIPLINARY

COLLABORATIONCOLLABORATION

InterdependenceInterdependence

Newly Created Newly Created 

Professional ActivitiesProfessional Activities

FlexibilityFlexibility

Collective Ownership of GoalsCollective Ownership of Goals

Reflection  on ProcessReflection  on Process

(Bronstein, 2003)

35

Elusive qualities of successful Elusive qualities of successful 

collaboration? collaboration? 
•• A favorable political and economic climateA favorable political and economic climate

•• Shared vision, attainable goalsShared vision, attainable goals

•• Open and frequent communicationOpen and frequent communication

•• Trust, adaptability, respectTrust, adaptability, respect

•• Clear roles but flexibility in assuming themClear roles but flexibility in assuming them

•• Competent, wellCompetent, well--trained practitionerstrained practitioners

•• A leader with strong interpersonal skillsA leader with strong interpersonal skills

Unfortunately, these qualities may be Unfortunately, these qualities may be 

absent in interdisciplinary settingsabsent in interdisciplinary settings

(Bentley & Walsh, 2006; Bronstein, 2003)
36

Collaboration to enhance Collaboration to enhance 

clientclient’’s selfs self--determinationdetermination
Collaboration between clients, families and Collaboration between clients, families and 

professionals as professionals as partnerspartners in the helping in the helping 
processprocess is key to respecting the clientis key to respecting the client’’s s 

right to selfright to self--determinationdetermination

When partnership with other When partnership with other 
professionals is difficult, focus should professionals is difficult, focus should 
be on empowering clients with be on empowering clients with 

information so that they make choices information so that they make choices 
in collaboration with prescribersin collaboration with prescribers

(Bentley & Walsh, 2006; Cohen, 2007; Slavin, 2004; Weene, 2002)
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37

NeededNeeded——but difficult to but difficult to 

accomplish: A balance betweenaccomplish: A balance between……

��the rights of individuals, families and the rights of individuals, families and 

societysociety

��the costs and benefits of using the costs and benefits of using 

psychotropic medicationpsychotropic medication

��the nonthe non--medical practitionermedical practitioner’’s role in s role in 

medication management and the medication management and the 

legitimacy and uniqueness of other legitimacy and uniqueness of other 

helping professionshelping professions

(Bentley & Walsh, 2006)

Integrating drugs and Integrating drugs and 

psychosocial treatment psychosocial treatment 

introduces complex introduces complex 

dynamics that require dynamics that require 

attention and managementattention and management

39

Managing parallel treatment Managing parallel treatment 

requires navigatingrequires navigating

��the relationships among client, the relationships among client, 

prescriber and therapist prescriber and therapist 

��competing ideologies held by competing ideologies held by 

providersproviders

(Bentley & Walsh, 2006; Bradley, 2003) 40

Dimensions of partnership in Dimensions of partnership in 

medication managementmedication management

Seen as a right to be respected in Seen as a right to be respected in 

all but emergency situationsall but emergency situations
Seen as related to denial and Seen as related to denial and 

paranoiaparanoia
Refusal and Refusal and 

reluctancereluctance

Emphasis on client control, and Emphasis on client control, and 

clientclient’’s experiences valueds experiences valued
Providers control processes Providers control processes 

and hold status positionsand hold status positions
Control and statusControl and status

Integrated into consultations Integrated into consultations 

with client and familywith client and family
Largely ignored in mental Largely ignored in mental 

healthhealth
SelfSelf--care by clientcare by client

Client and providers evaluate Client and providers evaluate 

range of outcomes and optionsrange of outcomes and options
Physician evaluates clinical Physician evaluates clinical 

status and compliancestatus and compliance
Monitoring and Monitoring and 

evaluatingevaluating

ImprovImprovinging clientclient’’s ability to s ability to 

manage recoverymanage recovery

IncreasIncreasinging compliancecomplianceEducation focusEducation focus

Client collaboration to help Client collaboration to help 

define optionsdefine options

Physician providerPhysician providerWho selects Who selects 

medicationmedication

Improve quality of life; emphasis Improve quality of life; emphasis 

on client prioritieson client priorities

Reduce symptomsReduce symptomsGoals of Goals of 

medicationmedication

Partnership modelPartnership modelTraditional modelTraditional modelDimensionDimension

(Bentley & Walsh, 2006, p. 223)

Part CPart C

Tools for CompetenceTools for Competence

Assessments, Referrals, Assessments, Referrals, 

Court Affidavits and Court Affidavits and 

Medication MonitoringMedication Monitoring

Comprehensive Comprehensive 

assessmentsassessments

Understanding the person in Understanding the person in 

the context of their the context of their 

experiencesexperiences
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43

Working DefinitionWorking Definition

An An ongoingongoing, systematic data collection , systematic data collection 

about a clientabout a client’’s functionings functioning

A A process of problem selectionprocess of problem selection and and 

specification guided by a personspecification guided by a person--inin--

environment, systems orientationenvironment, systems orientation

(Jordan & Franklin, 2003) 44

An individualized processAn individualized process

views the whole views the whole person in contextperson in context, , 

including all factors contributing to including all factors contributing to 

their distress and strengths, and their distress and strengths, and 

changes required to improve coping changes required to improve coping 

and masteryand mastery

–– the the personperson’’s own perspective is keys own perspective is key to to 

understand their situationunderstand their situation

(Austrian, 2005; Jordan & Franklin, 2003)

45

Elements of assessmentElements of assessment

1.1. ExplorationExploration of clientof client’’s unique story and factss unique story and facts

2.2. Inferential thinkingInferential thinking to to evaluate meaningevaluate meaning of of 
the facts of their storythe facts of their story

3.3. EvaluationEvaluation to assess client functioning, to assess client functioning, 
strengths and weaknesses in contextstrengths and weaknesses in context

4.4. Problem definitionProblem definition based on the first three based on the first three 
steps steps andand in collaboration with clientin collaboration with client

5.5. Intervention planningIntervention planning based on preceding based on preceding 
four steps and in context of environmentfour steps and in context of environment

(Austrian, 2005; Jordan & Franklin, 2003)
46

Mental status examinationMental status examination

��Appearance, speech, attitude, motor Appearance, speech, attitude, motor 

behaviorbehavior

��Mood, range and appropriateness of affect Mood, range and appropriateness of affect 

��HHallucinations, depersonalization, allucinations, depersonalization, 

derealizationderealization

��Remote, recent, and immediate memoryRemote, recent, and immediate memory

��Level of consciousness, orientationLevel of consciousness, orientation

��Impulse controlImpulse control

��Judgment and insightJudgment and insight

(Austrian, 2005; Jordan & Franklin, 2003)

47

““IntegralIntegral”” assessment approach assessment approach 

requires knowledge ofrequires knowledge of

• the client's experience (the individual 
viewed subjectively/from within) 

• the client’s behavior (the client viewed 
objectively/from without) 

• the client’s culture (the client’s system 
viewed subjectively/from within) 

• the client’s social system (the client’s
system viewed objectively/from without)

(Marquis, 2008; Ingersoll, 2002)

ReferralsReferrals

Best practices in Best practices in 

referring clients for referring clients for 

psychiatric evaluationpsychiatric evaluation
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49

Few empirical evaluationsFew empirical evaluations

Few researchers have Few researchers have 

investigated effective investigated effective 

referral practices, referral practices, 

despite frequency of despite frequency of 

this activitythis activity

Tentative guidelines are Tentative guidelines are 

offeredoffered

(Bentley, Walsh & Farmer, 2005) 50

Quality referralsQuality referrals

1.1. Establish and maintain collaborative Establish and maintain collaborative 
relationships with prescribersrelationships with prescribers

2.2. Share Share upup--toto--datedate information about information about 
medications with clients and familiesmedications with clients and families

3.3. Help clients and families articulate and Help clients and families articulate and 
manage the meaning of medicationmanage the meaning of medication

4.4. Prepare clients and families for the Prepare clients and families for the 
medication evaluationmedication evaluation

5.5. Follow up on the referralFollow up on the referral

6.6. Manage legal and ethical concernsManage legal and ethical concerns

(Bentley, Walsh & Farmer, 2005)

51

•• PPrescriptionrescription

•• RReason for the prescriptioneason for the prescription

•• EExpectations of benefitxpectations of benefit

•• PProbability of benefitsrobability of benefits

•• AAlternative treatments availablelternative treatments available

•• RRisks of the medicationisks of the medication

•• EExpenses involved (direct/indirect)xpenses involved (direct/indirect)

•• DDecisionecision

(Chewning & Sleath, 1996, in Bentley & Walsh, 2006)
52

A medication evaluation should A medication evaluation should 

be requested only if the child's be requested only if the child's 

symptoms do not improve or symptoms do not improve or 

worsen significantly worsen significantly afterafter good good 

psychosocial interventions have psychosocial interventions have 

been attemptedbeen attempted

53

If drugs are considered, If drugs are considered, allall

practitioners should evaluate practitioners should evaluate 

if there is if there is clear evidenceclear evidence of of 

favorable favorable benefitbenefit--toto--risk ratiorisk ratio

Drugs unapproved for that age Drugs unapproved for that age 

group group cannot be recommendedcannot be recommended

without special considerationwithout special consideration

Affidavits to judges Affidavits to judges 

regarding medication regarding medication 

suggestions for children in suggestions for children in 

state carestate care

A recommended A recommended 

checklistchecklist
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55

Psychosocial situation Psychosocial situation 

and stressorsand stressors

1.1. Describe the observed behaviors of Describe the observed behaviors of 

concern & who has observed them, concern & who has observed them, 

when and wherewhen and where

2.2. Describe past, recent, or chronic Describe past, recent, or chronic 

stressors in the childstressors in the child’’s life that may be s life that may be 

contributing to any of the observed contributing to any of the observed 

behaviorsbehaviors

56

Psychosocial assessmentPsychosocial assessment

3.3. Summarize the results of your own Summarize the results of your own 
assessment of this childassessment of this child’’s situation: s situation: 
what, in your judgment, could explain what, in your judgment, could explain 
how this child is now acting? how this child is now acting? 

4.  If the child has been on medication, 4.  If the child has been on medication, 
could the symptoms be adverse effects could the symptoms be adverse effects 
of the medication? List sources to justify of the medication? List sources to justify 
your conclusionyour conclusion

57

Assessment of interventionsAssessment of interventions

5.5. Describe any previous interventions to Describe any previous interventions to 
address the problems identified in your address the problems identified in your 
assessmentassessment

6.6. Describe how these interventions have Describe how these interventions have 
been evaluated, and their results been evaluated, and their results 

7.7. What other interventions might address What other interventions might address 
this childthis child’’s problems? To what extent s problems? To what extent 
are they available for this child? Why or are they available for this child? Why or 
why not?why not?

58

Medication historyMedication history

8.8. List medications (names, dosages, times List medications (names, dosages, times 

per day) the child takes now and over per day) the child takes now and over 

the past 2 yearsthe past 2 years

9.9. Have you participated in evaluating the Have you participated in evaluating the 

childchild’’s progress on medication? What s progress on medication? What 

specific goals have been expected, how specific goals have been expected, how 

has their attainment been evaluated?has their attainment been evaluated?

59

Medication monitoring, Medication monitoring, 

evaluationevaluation

10.10.Have you evaluated for adverse Have you evaluated for adverse 
effects, behavioral or other? Have effects, behavioral or other? Have 
you used any rating scales? How you used any rating scales? How 
well, well, in your in your ownown careful, overall careful, overall 
judgmentjudgment, is this child tolerating , is this child tolerating 
his or her medication?his or her medication?

60

Informed consentInformed consent

11.11.Do you have any information on this Do you have any information on this 

childchild’’s attitude to the medication?s attitude to the medication?

12.12.How have the risks and benefits of How have the risks and benefits of 

the medication, as well as those of the medication, as well as those of 

alternate interventions, been alternate interventions, been 

assessed and discussed with parents assessed and discussed with parents 

or caregivers? or caregivers? 
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Future monitoringFuture monitoring

13.13.If the child is placed on If the child is placed on 

medication, describe your specific medication, describe your specific 

role in monitoring its effects. role in monitoring its effects. 

14.14.What reasons do you have to What reasons do you have to 

expect that the proposed expect that the proposed 

medication will be beneficial to this medication will be beneficial to this 

child? child? 

Medication monitoringMedication monitoring

Attending to anticipated Attending to anticipated 
and unanticipated and unanticipated 

effectseffects

63

Monitoring helps Monitoring helps 

clients and familiesclients and families

–– Keep track of medication effectsKeep track of medication effects

–– Cope with bothersome effectsCope with bothersome effects

–– Solve medicationSolve medication--related issuesrelated issues

–– Make decisions about treatment Make decisions about treatment 
using criticallyusing critically--evaluated evaluated 
informationinformation

–– Prevent medication errorsPrevent medication errors

(Shojania, 2006) 64

Clients may not knowClients may not know

Clients typically fail to link behavioral drug Clients typically fail to link behavioral drug 

effects to their drug, and may incorrectly effects to their drug, and may incorrectly 

believe they are suffering from additional believe they are suffering from additional 

unrelated physiological or psychological unrelated physiological or psychological 

symptomssymptoms

Do not dismiss unusual effects, watch out Do not dismiss unusual effects, watch out 

for amplified usual effects, and educate for amplified usual effects, and educate 

clients about risk of clients about risk of ““prescribing cascadeprescribing cascade””

(Otis & King, 2006)

65

Formal monitoring essentialFormal monitoring essential

Without formal monitoring, only a Without formal monitoring, only a 

fraction of drug problems are fraction of drug problems are 

recognized recognized 

Structured medication reviews have Structured medication reviews have 

been shown to be been shown to be more validmore valid and and 

improve clientimprove client’’s quality of lifes quality of life

(Otis & King, 2006; Greenhill et al, 2004; Jordan et al., 2004; Kalachnik, 1999)

66

Tools for monitoringTools for monitoring

Drug effect checklists Drug effect checklists ——

existing or individualized existing or individualized 

for clientfor client’’s situation s situation (see (see 

checklist handout in website)checklist handout in website)

–– Use before starting the Use before starting the 

medicationmedication

–– Use after starting the Use after starting the 

medicationmedication

(Jordan et al., 2004)
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67 68

Systematic monitoring must be Systematic monitoring must be 

carried out to evaluate the carried out to evaluate the 

widewide--ranging effects of ranging effects of 

medications on behavior, medications on behavior, 

mood, as well as physical and mood, as well as physical and 

emotional developmentemotional development

69

Children should be Children should be 

evaluated forevaluated for

Emotional developmentEmotional development (to examine (to examine 

whether the drug induces or worsens whether the drug induces or worsens 

certain problems)certain problems)

Cognitive developmentCognitive development

Physical growthPhysical growth (i.e., weight and height)(i.e., weight and height)

Pubertal developmentPubertal development (to examine drug (to examine drug 

effects on course of puberty)effects on course of puberty)

(Greenhill et al., 2003) 70

Medication guidelines for Medication guidelines for 

child welfarechild welfare

Medication should Medication should onlyonly be used as part of be used as part of 

a comprehensive treatment plan a comprehensive treatment plan 

integrating behavioral interventionsintegrating behavioral interventions

–– not used not used in lieu ofin lieu of other treatments or other treatments or 

supportssupports

–– based on adequate information, including based on adequate information, including 

full full biopsychosocialbiopsychosocial and medical assessmentand medical assessment

–– resting on informed consentresting on informed consent

(Bellonci & Henwood, 2006)

71

��adjust doses to a minimum to adjust doses to a minimum to 

minimize side effectsminimize side effects

��periodically attempt to take child off periodically attempt to take child off 

medicationmedication

��avoid avoid polypharmacypolypharmacy

��continually reassesscontinually reassess riskrisk--toto--benefit benefit 

ratioratio
(Bellonci & Henwood, 2006)

With children (With children (after rockafter rock--solid solid 

justification for medication has justification for medication has 

been providedbeen provided))

72

Medical monitoring scheduleMedical monitoring schedule

Children on psychotropic medications Children on psychotropic medications 

should be seen should be seen no less thanno less than every every 

three months three months at a bare minimumat a bare minimum

FDA guidelines for antidepressants FDA guidelines for antidepressants 

require require more frequent monitoringmore frequent monitoring

due to risksdue to risks

(Bellonci & Henwood, 2006)
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Red flagsRed flags: : 

Additional Additional 

monitoring concernsmonitoring concerns

��Children under five years of ageChildren under five years of age

��Children on 2 or more medicationsChildren on 2 or more medications

��Children in state custodyChildren in state custody

(Bellonci & Henwood, 2006)

““Psychotropic medications for young children Psychotropic medications for young children 

should be used should be used onlyonly when anticipated benefits when anticipated benefits 

outweigh risks. Parents should be fully outweigh risks. Parents should be fully 

informed and decisions made only after informed and decisions made only after 

carefully weighing these factors. Children and carefully weighing these factors. Children and 

adolescents must be adolescents must be carefully monitoredcarefully monitored and and 

frequently evaluatedfrequently evaluated as the side effects as the side effects 

common to some medications are particularly common to some medications are particularly 

difficult for childrendifficult for children..””

National Alliance for Mental Illness (NAMI) National Alliance for Mental Illness (NAMI) 

Policy Research InstitutePolicy Research Institute, 20042004

Part DPart D

Conclusions and Conclusions and 

RecommendationsRecommendations
76

Beyond biologyBeyond biology……

……medications affect the medications affect the 

psychological and social psychological and social 

concerns of clients, leading concerns of clients, leading 

nonnon--medical providers to be medical providers to be 

increasingly involved in increasingly involved in 

medication issuesmedication issues

77

What is needed?What is needed?

Education and trainingEducation and training about psychiatric about psychiatric 
medications for nonmedications for non--medical professionalsmedical professionals

GuidelinesGuidelines regarding responsibilities with respect regarding responsibilities with respect 
to medication, including dealing with ethical to medication, including dealing with ethical 
and legal issues such as obligations to report and legal issues such as obligations to report 
adverse effectsadverse effects

Improved collaborationImproved collaboration with with clients as partnersclients as partners
and with medical providers as part of and with medical providers as part of 
interdisciplinary teamsinterdisciplinary teams——though key concern though key concern 
remains empowering clients to make their own remains empowering clients to make their own 
decisions decisions 

78

Training onTraining on

�� the impact of meanings of medicationthe impact of meanings of medication--

takingtaking

�� monitoring clients for adverse effectsmonitoring clients for adverse effects

��skills in educating clients about risks and skills in educating clients about risks and 

benefits of psychotropic medicationsbenefits of psychotropic medications

�� finding and critically evaluating research on finding and critically evaluating research on 

specific medicationsspecific medications

�� understanding the strong ideological, understanding the strong ideological, 

economic and political influences on economic and political influences on 

prescription writing in the U.S. prescription writing in the U.S. 
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Research onResearch on

�� how medications and psychosocial how medications and psychosocial 
interventions interactinterventions interact

�� how medications affect childhow medications affect child’’s selfs self--
control, selfcontrol, self--image, and personal image, and personal 
responsibility (autonomy)responsibility (autonomy)

�� how medications affect therapeutic how medications affect therapeutic 
relationshipsrelationships

80

A Critical Curriculum
on Psychotropic Medications

Module 7

The EndThe End

www.CriticalThinkRx.org
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A Critical Curriculum on A Critical Curriculum on 

Psychotropic MedicationsPsychotropic Medications

A A Critical CurriculumCritical Curriculum

on Psychotropic Medicationson Psychotropic Medications

Principal Investigator: Principal Investigator: 

–– David Cohen, David Cohen, 
Ph.D.Ph.D.

Professional Consultants:Professional Consultants:
– David O. Antonuccio, Ph.D. 

(psychology)

– Kia J. Bentley, Ph.D. (social 
work)

– R. Elliott Ingersoll, Ph.D.
(counseling & psychology)

– Stefan P. Kruszewski, M.D 
(psychiatry)

– Robert E. Rosen, J.D., 
Ph.D. (law)

Research Coordinator: Research Coordinator: 

–– Inge Sengelmann, M.S.W.Inge Sengelmann, M.S.W.

Flash production and design:Flash production and design:

– Sane Development, Inc., and Cooper 

Design, Inc.

Voice narration and Flash editing:Voice narration and Flash editing:

– Saul McClintock

www.CriticalThinkRx.org

CriticalThinkRx was made 

possible by a grant from the 

Attorneys General Consumer and 

Prescriber Grant Program, 

funded by the multi-state 

settlement of consumer fraud 

claims regarding the marketing of 

the prescription drug Neurontin®

Alternatives to Medication:Alternatives to Medication:
EvidenceEvidence--Based Based 

Psychosocial InterventionsPsychosocial Interventions

Module 8Module 8

Part APart A

What is What is 

EvidenceEvidence--Based Based 

Practice?Practice?

6

The integration of The integration of best best 

research evidenceresearch evidence with with clinical clinical 

judgmentjudgment and and client valuesclient values

Client Preferences 
and Actions

Research Evidence

Clinical Judgment

(Gambrill, 2006)
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7

A philosophy A philosophy andand a process a process 

designed to unite research designed to unite research 

and practice in order toand practice in order to

maximizemaximize chances to helpchances to help clientsclients

minimizeminimize harmharm to clients (in the to clients (in the 

name of helping)name of helping)

(Gambrill, 2006)
8

Deeply participatoryDeeply participatory

EBP is EBP is ““antianti--authoritarianauthoritarian””——

it urges all involved to it urges all involved to 

question claims about what question claims about what 

is known is known and unknownand unknown about about 

treatmentstreatments

(Gambrill, 2006)

9

EBP difficultiesEBP difficulties

�� Threats to businessThreats to business--asas--usualusual

�� Limited training and supervisionLimited training and supervision

�� Concerns about cultural sensitivity Concerns about cultural sensitivity 

�� Worries that Worries that ““cook bookcook book”” methods methods 

mask realmask real--world complexityworld complexity

(Barratt, 2003; Chorpita et al. 2007; Duncan & Miller, 2006)
10

An intervention should An intervention should 

have have at leastat least somesome

unbiased observations or unbiased observations or 

tests supporting its tests supporting its 

usefulness with particular usefulness with particular 

problems and clientsproblems and clients

11

Some criteria for Some criteria for 

judging an interventionjudging an intervention

�� Sound theoretical basisSound theoretical basis

�� Low risk for harmLow risk for harm

�� UnbiasedUnbiased research existsresearch exists

�� Therapist and client concurTherapist and client concur

12

Available Available ““evidenceevidence”” no no 

guarantee of usefulnessguarantee of usefulness
Published evidence is influenced by Published evidence is influenced by 

funding sources, researcher biases, and funding sources, researcher biases, and 
conventional wisdomconventional wisdom

Statistically significant differences between Statistically significant differences between 
treatment groups means simply that more treatment groups means simply that more 

clients in one group had some type of clients in one group had some type of 
response (partial to complete)response (partial to complete)

(Hoagwood et al. 2001; Ingersoll & Rak, 2006)
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However, on average, However, on average, all all 

major therapies produce major therapies produce 

equivalent resultsequivalent results..

ClientsClients’’ improvement may improvement may 

result from result from factors common to factors common to 

every therapyevery therapy

(Elkins, 2007; Hubble, Duncan, & Miller, 1999) 14

Most improvement has little to Most improvement has little to 

do with therapy or techniquedo with therapy or technique

(Hubble, Duncan, & Miller, 1999; Wampold, 2001)

% % 
improvementimprovement

explainedexplained
FactorFactor

1Therapist techniqueTherapist technique

4 Therapist allegiance to modelTherapist allegiance to model

8ClientClient--therapist alliancetherapist alliance

8787Client + outside therapy factorsClient + outside therapy factors

15

Healthy skepticismHealthy skepticism

““We would do well We would do well …… to remain to remain 

optimistically humble on the optimistically humble on the 

matter of evidencematter of evidence--based based 

practices in mental healthpractices in mental health”” by by 

accepting that all assumptions are accepting that all assumptions are 

““provisional and reversibleprovisional and reversible””

(Norcross, Beutler & Levant, 2006, p. 11) 16

A clinician's A clinician's ““rubricrubric””

for EBPfor EBP

““Adhere when possible, Adhere when possible, 

adapt when necessary, adapt when necessary, 

assess along the wayassess along the way””

(Amaya-Jackson & DeRosa, 2007, p. 388)

17

Choosing proper Choosing proper 

interventions rests oninterventions rests on

�� a clear understanding of the a clear understanding of the 

problem from a personproblem from a person--inin--situation situation 

perspectiveperspective

�� addressing the complexity of the addressing the complexity of the 

problemproblem

�� a policy of a policy of ““First, do no harmFirst, do no harm”” What is this childWhat is this child’’s problem s problem 

in in behavioralbehavioral terms?terms?

Part BPart B

Deconstructing the Deconstructing the 

Diagnosis:Diagnosis:
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19

BioBio--psychopsycho--social social 

or bioor bio--biobio--bio?bio?

��Complex problems in living reduced Complex problems in living reduced 

to to ““brain disordersbrain disorders””

��Complex life events reduced to Complex life events reduced to 

““triggerstriggers””

��MedicalizationMedicalization of distress and of distress and 

disability leading to false hopes of disability leading to false hopes of 

““quick fixquick fix”” via pillsvia pills

(Read, 2005) 20

We often ignore environmental We often ignore environmental 

influences on influences on behaviorbehavior

�� Poor parenting, neglect, abusePoor parenting, neglect, abuse

�� SchoolsSchools’’ failure to motivate childrenfailure to motivate children

�� Poverty, lack of access to resourcesPoverty, lack of access to resources

�� Violence in media, society, Violence in media, society, neighborhoodneighborhood

�� CultureCulture’’s emphasis on instant gratifications emphasis on instant gratification

�� Drug culture (Drug culture (““take,take,”” not not ““talktalk””))

�� Lack of tolerance for differencesLack of tolerance for differences

(Bentley & Collins, 2006)

21

ChildrenChildren’’s distress:s distress:
““DisordersDisorders”” or complex adaptations or complex adaptations 

to distressing life experiences?to distressing life experiences?

By seeing children as real persons By seeing children as real persons 

with their own view of their with their own view of their 

situation, one ascribes a different situation, one ascribes a different 

meaningmeaning to their behaviorto their behavior
(Donovan & McIntyre, 1990) 22

““UnderstandingUnderstanding”” rather rather 

than than ““diagnosingdiagnosing””

A developmentalA developmental--contextual contextual 

approach views actions as approach views actions as 

““communicativecommunicative””: attempts : attempts 

by individuals to cope, adapt, by individuals to cope, adapt, 

struggle with their life struggle with their life 

experiencesexperiences

(Donovan & McIntyre, 1990)

HereHere’’s a list of feelings and s a list of feelings and 

behaviors from DSMbehaviors from DSM--IVIV--TR TR 

criteria of criteria of ““disordersdisorders””

commonly diagnosed in commonly diagnosed in 

childrenchildren

Note the similaritiesNote the similarities……

24

““AttentionAttention--Deficit/ Deficit/ 

Hyperactivity Disorder (ADHD)Hyperactivity Disorder (ADHD)””

FeelsFeels::

•• Angry, irritable, Angry, irritable, 

frustratedfrustrated

Acts:

• Fidgets, squirms

• Easily distracted, 

forgetful (difficulty 

thinking, concentrating)

• Interrupts others (acts 

impulsively)

• Acts aggressively
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25

““Major Depressive DisorderMajor Depressive Disorder”

FeelsFeels::

•• Sad, empty Sad, empty 

•• Afraid, anxiousAfraid, anxious

•• Angry, irritable, Angry, irritable, 

frustratedfrustrated

ActsActs::

•• Eats, sleeps too little Eats, sleeps too little 

(or too much)(or too much)

•• Moves, speaks slowly Moves, speaks slowly 

•• Acts impulsivelyActs impulsively

•• Acts aggressively Acts aggressively 

•• Easily distracted Easily distracted 
(difficulty thinking, (difficulty thinking, 
concentrating)concentrating)

26

““Anxiety DisorderAnxiety Disorder””

FeelsFeels::

•• Afraid, anxiousAfraid, anxious

•• Angry, irritable, Angry, irritable, 

frustratedfrustrated

ActsActs::

•• Cries, throws Cries, throws 

tantrumstantrums

•• Freezes, clingsFreezes, clings

•• Fidgets Fidgets 

(psychomotor (psychomotor 

agitation)agitation)

27

““Conduct DisorderConduct Disorder””

FeelsFeels::

•• Angry, irritable, Angry, irritable, 

frustrated, hostilefrustrated, hostile

Acts:

• Bullies and 

threatens 

• Fights

• Steals, lies

• Runs away

• Destroys property

28

““Oppositional Defiant DisorderOppositional Defiant Disorder””

FeelsFeels::

•• Angry, irritable, Angry, irritable, 

frustrated, hostilefrustrated, hostile

ActsActs::

•• DisobedientDisobedient

•• Loses temperLoses temper

•• Argues with adultsArgues with adults

•• Annoys peopleAnnoys people

•• Refuses to follow Refuses to follow 

rulesrules

29

““Bipolar DisorderBipolar Disorder””

FeelsFeels::

•• Alternating sad and Alternating sad and 

euphoriceuphoric

•• Alternating fearful Alternating fearful 

and recklessand reckless

•• Angry, irritable, Angry, irritable, 

frustratedfrustrated

ActsActs::

•• Easily distracted Easily distracted 
(difficulty thinking, (difficulty thinking, 
concentrating)concentrating)

•• Moves, speaks fast Moves, speaks fast 
(agitation)(agitation)

•• Acts impulsivelyActs impulsively

•• Acts aggressivelyActs aggressively

•• Does not sleep wellDoes not sleep well

30

““Psychotic DisorderPsychotic Disorder””

FeelsFeels::

•• Sad, emptySad, empty

•• Blunted feelings, Blunted feelings, 

expressionlessexpressionless

•• Angry, irritable, Angry, irritable, 

frustratedfrustrated

•• Afraid, anxiousAfraid, anxious

ActsActs::

•• ApatheticApathetic

•• Refuses to speakRefuses to speak

•• Dresses Dresses 

inappropriatelyinappropriately

•• Cries frequentlyCries frequently

•• Sees or hears Sees or hears 

thingsthings
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““PostPost--Traumatic Stress DisorderTraumatic Stress Disorder””

FeelsFeels::

•• SadSad

•• Afraid, anxiousAfraid, anxious

•• Angry, irritable, Angry, irritable, 

frustratedfrustrated

•• Helpless, guilty, Helpless, guilty, 

shamefulshameful

ActsActs::

•• Agitated, impulsive, Agitated, impulsive, 
rere--enacts traumaenacts trauma

•• HypervigilantHypervigilant: : 
distrustful, withdrawsdistrustful, withdraws

•• Dissociated: forgets Dissociated: forgets 
and canand can’’t focust focus

32

““Reactive Attachment DisorderReactive Attachment Disorder””

FeelsFeels::

•• Afraid, anxiousAfraid, anxious

•• Angry, irritable, Angry, irritable, 

frustratedfrustrated

ActsActs::

•• Watchful, frozen Watchful, frozen 

•• Avoids attachmentsAvoids attachments

•• Seeks approval or Seeks approval or 
cancan’’t be comfortedt be comforted

•• Disregards danger Disregards danger 
cuescues

33

The common elementsThe common elements

Experiencing negative emotionsExperiencing negative emotions
(sadness, fear, anger, irritability)(sadness, fear, anger, irritability)

Difficulty controlling oneselfDifficulty controlling oneself
(impulsivity, aggression, inattention)(impulsivity, aggression, inattention)

Seeing self and world negatively Seeing self and world negatively 
(hopelessness, helplessness, shame, (hopelessness, helplessness, shame, 

withdrawal)withdrawal)

34

What are we medicating?What are we medicating?

Negative emotions leading Negative emotions leading 
to disruptive actionsto disruptive actions——

especially under stressful especially under stressful 
conditions that tax the conditions that tax the 

childchild’’s adaptive capacitiess adaptive capacities

(Schore, 1994, 2003)

35

Most commonly Most commonly 

medicatedmedicated

Impulsive aggressionImpulsive aggression

““a key therapeutic target a key therapeutic target 

across multiple disordersacross multiple disorders””

(Jensen et al. 2007, p. 309) 36

DSMDSM’’ss scientific value seriously scientific value seriously 

challenged in all disciplineschallenged in all disciplines
�� internal inconsistency in the manual (rejects internal inconsistency in the manual (rejects 

categorical approach in intro but then lists 300+ categorical approach in intro but then lists 300+ 

categories)categories)

�� overlap between categories leads to overlap between categories leads to ““coco--

morbiditymorbidity””——with no increase in understanding with no increase in understanding 

�� persistent problems of unreliability, especially persistent problems of unreliability, especially 

with childrenwith children’’s diagnoses s diagnoses 

�� lack of fit between categories and empirically lack of fit between categories and empirically 

observed symptom clusters observed symptom clusters 

(Caplan, 1995; Duncan et al. 2007; Maj, 2005; Kirk & Kutchins, 1992, 1994; 

Jacobs & Cohen, 2004; Mirowsky & Ross, 1990) 
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37

More recent DSM critiquesMore recent DSM critiques……

��more behaviors now seen as more behaviors now seen as ““mental disordersmental disorders””

(from 106 in 1952 to 365 in 1994)(from 106 in 1952 to 365 in 1994)

�� political lobbying determines inclusion or political lobbying determines inclusion or 

exclusion of diagnoses exclusion of diagnoses 

�� all DSM task force members on mood and all DSM task force members on mood and 

psychotic disorders tied to drug industrypsychotic disorders tied to drug industry

�� practitioners focus on diagnosis rather than practitioners focus on diagnosis rather than 

client, losing clientclient, losing client’’s actual story s actual story 

�� still no still no ““gold standardgold standard”” validityvalidity——no specific no specific 

biobio--marker linked to marker linked to anyany disorderdisorder

(Andreasen, 2006; Tucker 1998; Charney et al. 2005; Kutchins & Kirk, 1998)

38

Critical list of DSM Critical list of DSM ““accomplishmentsaccomplishments””

�� increasesincreases peoplepeople’’s interest to classify psychosocial s interest to classify psychosocial 

problems as medical disordersproblems as medical disorders

�� Helps justify more studiesHelps justify more studies to see how many people can fit to see how many people can fit 

how many DSM categories (which often change)how many DSM categories (which often change)

�� led to modest increase in diagnostic reliability since 1980led to modest increase in diagnostic reliability since 1980

�� now used by most practitioners in main schools of now used by most practitioners in main schools of 

thoughtthought——mostly to obtain thirdmostly to obtain third--party reimbursement? party reimbursement? 

�� brings financial revenues to the American Psychiatric brings financial revenues to the American Psychiatric 

Association from sales of Association from sales of DSMsDSMs and training materialsand training materials

�� strengthened psychiatrystrengthened psychiatry’’s leadership in mental health s leadership in mental health 

system (as official definer of mental distress) system (as official definer of mental distress) 

EmpiricallyEmpirically--supported supported 

psychosocial interventions psychosocial interventions 

for children and for children and 

adolescentsadolescents

Part CPart C

FocusFocus: : 

Trauma, Resilience and Trauma, Resilience and 

Child WelfareChild Welfare

41

Trauma and early lossTrauma and early loss

For thousands of children For thousands of children 

every year, loss and trauma every year, loss and trauma 

due to disrupted attachments due to disrupted attachments 

to biological parents result in to biological parents result in 

foster care placementsfoster care placements

(Jones Harden, 2004; Racussin et al. 2005) 42

Additional, Additional, 

placementplacement--related traumasrelated traumas

��Emotional disruption of outEmotional disruption of out--ofof--
home placementhome placement

��Adjusting to a foster care settingAdjusting to a foster care setting

��Relative instability of foster careRelative instability of foster care

��High turnover of workersHigh turnover of workers

(Jones Harden, 2004; Racussin et al. 2005)
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43

Neurobiology of attachmentNeurobiology of attachment

Brains develop in a Brains develop in a 

socially dependent socially dependent 

mannermanner, through secure , through secure 

attachments and attachments and 

consistentconsistent, , competentcompetent

adults attuned to the adults attuned to the 

needs of the childneeds of the child

(Schore, 1994, 2001, 2003; van der Kolk, 2003)
44

ChildChild’’s s 

““jobjob””:: to to 

form close, form close, 

trusting trusting 

attachments attachments 

with with 

caregiverscaregivers

AdolescentAdolescent’’s s 

““jobjob””:: to to 

expand expand 

attachments attachments 

using secure using secure 

base with base with 

caregiverscaregivers

(Gunnar et al. 2006; Mash & Barkeley, 2006; Moran, 2007; Wolfe & Mash, 2006)

45

Trauma, abuse, and neglectTrauma, abuse, and neglect

�� disrupt a childdisrupt a child’’s ability to form       s ability to form       

secure attachmentssecure attachments

�� impair brain development and impair brain development and 

regulationregulation

�� make selfmake self--control difficultcontrol difficult

�� alter identity and sense of selfalter identity and sense of self

(Bowlby, 1988; Cook et al. 2005; Courtois, 2004; Creeden, 2004; 

Jones Harden, 2004; van der Kolk, 1994) 
46

The ability to function well 

despite living or having lived in 

adversity rests mainly on 

normal cognitive development 

and involvement from a caring, 

competent adult 

ResilienceResilience

(Agaibi & Wilson, 2005, Masten et al. 1990; Schofield & Beek, 2005)

47

��Risk and protective factors in Risk and protective factors in 
the foster child, fosterthe foster child, foster--
families, agencies, and birth families, agencies, and birth 
family interact to produce family interact to produce 
upward or downward spiralsupward or downward spirals

��Understanding resilience Understanding resilience 
helps create interventions helps create interventions 
that produce that produce positive turning positive turning 
pointspoints in childrenin children’’s livess lives

(Schofield & Beek, 2005) 48

Three key elements

1.1. Secure baseSecure base: : is child strengthening is child strengthening 

sense of security and able to use sense of security and able to use 

fosterfoster--parents as a secure base?parents as a secure base?

2.2. Sense of permanenceSense of permanence: : is is 
placement stable and fosterplacement stable and foster--parents parents 

offering family membership?offering family membership?

3.3. Social functioningSocial functioning: : is child is child 

functioning well in school, with peers?functioning well in school, with peers?

(Schofield & Beek, 2005)
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49

Treatment goalsTreatment goals

��Enhance sense of personal control Enhance sense of personal control 

and selfand self--efficacyefficacy

��Maintain adequate level of Maintain adequate level of 

functioningfunctioning

��Increase ability to master, rather Increase ability to master, rather 

than avoid, experiences that than avoid, experiences that 

trigger intrusive retrigger intrusive re--experiencing, experiencing, 

numbing, and hypernumbing, and hyper--arousalarousal

(Ford et al. 2005; Kinniburgh et al. 2005) 50

What could help?What could help?

Activating childActivating child’’s internal s internal 

reparative mechanisms through reparative mechanisms through 

dyadic interventionsdyadic interventions and creating and creating 

secure attachmentssecure attachments

–– dyadic therapy mobilizes the dyadic therapy mobilizes the 

completion of interrupted completion of interrupted 

biological and emotional biological and emotional 

developmental processes developmental processes 

(Amaya-Jackson & DeRosa, 2007; Courtois, 2004; Ford et al. 2005; 

Pearlman & Courtois, 2005)

51

A A sensorimotorsensorimotor approachapproach

ChildrenChildren’’s internal stimuli, can s internal stimuli, can 

trigger trigger dysregulateddysregulated arousal, arousal, 

causing emotions to escalatecausing emotions to escalate

–– Integration of cognitive, emotional Integration of cognitive, emotional 

and and sensorimotorsensorimotor levels is crucial for levels is crucial for 

recoveryrecovery

(Ogden, 2006) 52

Why would this help?Why would this help?

Child develops the ability to take Child develops the ability to take 

in, sort out, process, and in, sort out, process, and 

interrelate information from the interrelate information from the 

environment environment —— leading to selfleading to self--

organization of internal states and organization of internal states and 

selfself--control of control of behaviorbehavior

(DeGangi, 2000; Kinniburgh et al. 2005; Schore, 2003; van der Kolk, 2006)

53

How would this help?How would this help?

By enhancing childrenBy enhancing children’’s:s:

��social skillssocial skills

��ability to understand and express feelingsability to understand and express feelings

��ability to cope with anger and distressability to cope with anger and distress

��ability to problemability to problem--solve and think helpful solve and think helpful 

thoughtsthoughts

��skills to selfskills to self--direct and create goalsdirect and create goals

(Bloomquist, 1996; Kinniburgh et al. 2005) 54

Alternatives to medicationAlternatives to medication

�� Consistent, structured, Consistent, structured, supportivesupportive

adult supervisionadult supervision

�� Opportunities for selfOpportunities for self--expression expression 

and physical activity, to give and physical activity, to give 

children a sense of mastery over children a sense of mastery over 

their minds and bodiestheir minds and bodies

(DeGangi, 200; Faust & Katchen, 2004)
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55

Helpful activitiesHelpful activities

�� Teaching problemTeaching problem--solving solving 

and proand pro--social skillssocial skills

�� Modeling appropriate Modeling appropriate 

behaviorsbehaviors

�� Teaching selfTeaching self--

managementmanagement

�� Helping children learn to Helping children learn to 

comply and follow rulescomply and follow rules
(DeGangi, 2000; Faust & Katchen, 2004) 56

Helpful interactionsHelpful interactions

�� Desensitizing hyperDesensitizing hyper--reactivityreactivity

�� Promoting selfPromoting self--calming and calming and 

modulation of arousal statesmodulation of arousal states

�� Organizing sustained attentionOrganizing sustained attention

�� Facilitating organized, Facilitating organized, 

purposeful activitypurposeful activity

(DeGangi, 2000)

57

Expected outcomesExpected outcomes
Children learn to develop Children learn to develop 

appropriate responses, selfappropriate responses, self--

organization and control, which organization and control, which 

in turns leads toin turns leads to

MASTERY AND SELFMASTERY AND SELF--ESTEEMESTEEM
(Kinniburgh et al. 2005) 58

Many treatment alternativesMany treatment alternatives

SymptomSymptom--focusedfocused: : BehavioralBehavioral, cognitive, cognitive--

behavioral, and interpersonal behavioral, and interpersonal 

therapies, attachmenttherapies, attachment--based therapies, based therapies, 

traumatrauma--focused therapiesfocused therapies

SystemSystem--focusedfocused: Treatment foster care : Treatment foster care 

(TFC), Multi(TFC), Multi--dimensional treatment dimensional treatment 

foster care (MTFC)foster care (MTFC)

(Farmer et al. 2004; Racussin et al. 2005)

FocusFocus::

DDysregulatedysregulated ““moodsmoods””

60

““DepressionDepression””

and and ““AnxietyAnxiety””
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61 62

Link to child maltreatmentLink to child maltreatment

AbuseAbuse leads to leads to ““hypervigilancehypervigilance””

to threat, resulting in anxiety to threat, resulting in anxiety 

and hopelessness and hopelessness 

NeglectNeglect results in results in dysregulateddysregulated

““moodsmoods””

(Greenwald, 2000; Lee & Hoaken, 2007)

““Traumatized children tend to Traumatized children tend to 

communicate what has happened communicate what has happened 

to them to them …… by responding to the by responding to the 

world as a dangerous place by world as a dangerous place by 

activating activating neurobiologicneurobiologic systems systems 

geared for survival, even when geared for survival, even when 

objectively they are safeobjectively they are safe””

(van der Kolk, 2003, p. 309)

64

Therapy or no therapy?Therapy or no therapy?

Some 30Some 30--40% recover without 40% recover without 

interventionintervention

Approximately 50% of treated Approximately 50% of treated 

patients improve within 8 weekspatients improve within 8 weeks

A friendly sympathetic attitude and A friendly sympathetic attitude and 

encouragement are keyencouragement are key

(Roth & Fonagy, 1996)

65

Consensus strongly Consensus strongly favorsfavors

cognitivecognitive--behavioralbehavioral

therapy (CBT) as therapy (CBT) as firstfirst--lineline

treatment treatment aboveabove

medicationsmedications

(APA Working Group, 2006; March, 1995; 

Roth & Fonagy, 1996; Velting et al. 2004) 66

Other effective interventionsOther effective interventions

1.1. Interpersonal psychotherapyInterpersonal psychotherapy

2.2. Psychodynamic psychotherapyPsychodynamic psychotherapy

3.3. ExposureExposure--based contingency based contingency 

managementmanagement

4.4. ProblemProblem--solving and copingsolving and coping--

skills trainingskills training

(APA Working Group, 2006; Roth & Fonagy, 1996)
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67

Patient preferencePatient preference

When given a choiceWhen given a choice, , 

patients express a patients express a 

preference for preference for 

psychosocial psychosocial 

interventions over interventions over 

medicationsmedications

(APA Working Group, 2006)
68

““Bipolar DisorderBipolar Disorder””

and and ““SchizophreniaSchizophrenia””

69

Very rareVery rare in children (~1%)in children (~1%)

Diagnosis controversialDiagnosis controversial: : 

–– no laboratory no laboratory ““testtest””

–– ““symptomssymptoms”” may be may be 

manifestations of ordinary manifestations of ordinary 

developmental differencesdevelopmental differences

(Birmaher, 2003; Birmaher & Axelson, 2006; Cepeda, 2007;  Correll

et al. 2005; Danielson et al. 2004; Irwin, 2004; Findling, Boorady & 

Sporn, 2007; Roth & Fonagy, 1996) 70

High risk of overHigh risk of over--diagnosisdiagnosis

NIMH Review:NIMH Review: 95% of 150095% of 1500 children children 

referred for high clinical suspicion of referred for high clinical suspicion of 

childhoodchildhood--onset schizophrenia did not meet onset schizophrenia did not meet 

DSM criteria after careful inpatient DSM criteria after careful inpatient 

observation observation off all medicationsoff all medications

No evidence that they would have developed No evidence that they would have developed 

psychosis if left untreatedpsychosis if left untreated

(Shaw & Rapoport, 2006)

71

Link to child maltreatmentLink to child maltreatment

Child abuse and neglect considered Child abuse and neglect considered 

a a causal factorcausal factor for psychosis and for psychosis and 

““schizophreniaschizophrenia””

–– Content and severity of psychotic Content and severity of psychotic 

symptoms related to severity of past symptoms related to severity of past 

abuseabuse

(Cepeda, 2007; Morrison et al. 2005; Read & 

Ross, 2003; Read  et al. 2004, 2005)
72

Many children improve when Many children improve when 

treated with familytreated with family--based based 

psychosocial interventions, psychosocial interventions, 

even without medicationseven without medications

–– High rates of High rates of ““relapserelapse””

observed on medication observed on medication 

(Birmaher, 2003; Birmaher & Axelson, 2006; Cepeda, 2007; Correll

et al. 2005; Danielson et al. 2004; Findling et al. 2007; Irwin, 2004; 

Roth & Fonagy, 1996)
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73

Effective psychosocial Effective psychosocial 

treatmentstreatments

ChildChild-- and Familyand Family--Focused CBTFocused CBT

combined with interpersonal and combined with interpersonal and 

““social rhythmsocial rhythm”” therapy to stabilize therapy to stabilize 

mood, activities and sleepmood, activities and sleep

Community support and social Community support and social 

acceptanceacceptance through day programs and through day programs and 

sports/cultural activitiessports/cultural activities
(Findling et al. 2007) 74

Who recovers and why?Who recovers and why?

Psychiatric literature is mostly Psychiatric literature is mostly 

silent about the characteristics silent about the characteristics 

of people who of people who fully recoverfully recover

from psychosis and how and why from psychosis and how and why 

they do sothey do so

(Siebert, 2000)

FocusFocus::

DDisruptive isruptive behaviorsbehaviors

76

Disruptive behaviorsDisruptive behaviors: : 
the most frequent the most frequent 
reason for referral of reason for referral of 
children to mental children to mental 
health serviceshealth services

(Brestan & Eyberg, 1998; Butler & Eyberg, 2006)

77

For disruptive behaviors For disruptive behaviors 

and conduct and conduct ““disordersdisorders””

�� FamilyFamily--based behavioral       based behavioral       

interventionsinterventions

(APA Working Group, 2006; Brestan & Eyberg, 1998; 

Diamond & Josephson, 2005; Kazdin, 2005, 2000, 2000b; 

Kazdin & Weisz, 2003; Thomas, 2006) 78

(2006, December 22)
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79

Effective parentingEffective parenting: the most : the most 

powerful way to reduce child powerful way to reduce child 

and adolescent problem and adolescent problem 

behaviorsbehaviors

(Caspe & Lopez, 2006; Johnson et al. 2005; Kumpfer et al. 2003) 80

Strongest evidence baseStrongest evidence base

1.1. Parent management training (PMT)Parent management training (PMT)

2.2. ProblemProblem--solving skills training solving skills training 

(PSST)(PSST)

3.3. Brief strategic family therapy (BSFT)Brief strategic family therapy (BSFT)

4.4. Functional family therapy (FFT)Functional family therapy (FFT)

(Brestan & Eyberg, 1998; Butler & Eyberg, 2006; Farley et al. 2005; 

Kazdin, 2003; Kazdin & Whitley, 2003; Springer 2006; Thomas, 2006)

81

Goals of parent trainingGoals of parent training

�� Promote parent competencies Promote parent competencies 

& strengthen parent& strengthen parent--child bondschild bonds

�� Increase consistency, Increase consistency, 

predictability & fairness of predictability & fairness of 

parentsparents

�� Produce behavior change in Produce behavior change in 

childrenchildren
(Kazdin, 2003; McCart et al. 2006; Webster-Stratton & Reid, 2003) 82

““ProblemProblem”” children or children or 

““problemproblem”” adults?adults?

Coercive parenting           Coercive parenting           

was the was the onlyonly factor       factor       

linked to childrenlinked to children’’s failure   s failure   

to improve their conduct to improve their conduct 

after family treatmentafter family treatment

(Webster-Stratton, Reid & Hammond, 2001)

83

Maltreatment consistently Maltreatment consistently 

linked to aggressive behaviorslinked to aggressive behaviors

�� History of trauma virtually History of trauma virtually 

universaluniversal in youth with in youth with 

conduct conduct ““disordersdisorders””

(Greenwald, 2000; Lee & Hoaken, 2007) 84

Children in foster careChildren in foster care

��have sociohave socio--emotional problems emotional problems 

3 to 10 times more often3 to 10 times more often

than other kidsthan other kids

��Coercive interactions only Coercive interactions only 

result in escalation of result in escalation of 

aggressive behaviorsaggressive behaviors

(Nilsen, 2007)
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85

ParentParent--training in training in 

child welfarechild welfare

Promising programs exist to Promising programs exist to 

train biological and foster train biological and foster 

parentsparents

Goal is to break the cycle of Goal is to break the cycle of 

coercive parenting and child coercive parenting and child 

oppositional behavioroppositional behavior

(Barth et al. 2005; Nilsen, 2007)
86

““ADHDADHD””

Large evidence base exists for Large evidence base exists for 

behavioral interventions, incl. behavioral interventions, incl. 

parent training, social skills parent training, social skills 

training, and schooltraining, and school--based based 

servicesservices

–– Results equivalent to stimulant Results equivalent to stimulant 

medications medications without the health without the health 

risksrisks

(APA Working Group; Chronis et al. 2004, 2006)

Focus:Focus:

MentoringMentoring

ChildrenChildren’’s development s development 

depends upon reciprocal depends upon reciprocal 

activity with others with activity with others with 

whom they have a strong whom they have a strong 

and lasting bondand lasting bond

(Jones Harden, 2004; Rhodes et al. 2006)

A relatively longA relatively long--term, nonterm, non--expert expert 

relationship between a child and relationship between a child and 

nonnon--parental adult, based on parental adult, based on 

acceptance and support, aiming to acceptance and support, aiming to 

foster the childfoster the child’’s potential, where s potential, where 

change is a desired but not change is a desired but not 

predetermined goalpredetermined goal

(Dallos & Comley-Ross, 2005; Rhodes et al. 2006)

MentorshipMentorship

90

Significant effectsSignificant effects

MetaMeta--analysis of 55 studies analysis of 55 studies 

found significant effects of found significant effects of 

mentoring programsmentoring programs

–– CommunityCommunity--based programs more based programs more 

effective than schooleffective than school--based based 

programsprograms

(DuBois & Silverthorn, 2005)
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91

Mentoring in foster careMentoring in foster care

Survey of 29 programs found Survey of 29 programs found 

mentoring provides a bridge to mentoring provides a bridge to 

employment and higher employment and higher 

education, helps with education, helps with 

transitional problemtransitional problem--solvingsolving

(Mech, Pryde & Rycraft, 1995)

92

Common factors for successCommon factors for success

�� Frequent contactsFrequent contacts

�� Emotional closeness (attunement)Emotional closeness (attunement)

�� Longer duration Longer duration 

�� Structured activitiesStructured activities

�� Ongoing training for mentorsOngoing training for mentors

(DuBois & Silverthorn, 2005; Gilligan, 1999; Rhodes et al. 2006)

93

Mentors enhance resilienceMentors enhance resilience

Sensitive mentoring increased Sensitive mentoring increased 

selfself--esteem and wellesteem and well--being, being, 

reduced aggression and opened reduced aggression and opened 

new relationships beyond care new relationships beyond care 

systemsystem

–– prevents negative outcomes as prevents negative outcomes as 

youth leave foster careyouth leave foster care
(DuBois & Silverthorn, 2005; Gilligan, 1999; Lemon et al. 2006; Legault

et al. 2005; Rhodes et al. 1999, 2006; Schofield & Beek, 2005)
94

Reduces violenceReduces violence

““Having someone to count Having someone to count 

on when neededon when needed”” softened softened 

the impact of trauma and the impact of trauma and 

reduced likelihood of youth reduced likelihood of youth 

engaging in violent offensesengaging in violent offenses

(Maschi, 2006)

Part DPart D

Conclusions and Conclusions and 

RecommendationsRecommendations

96

MedicalizedMedicalized approach to approach to 
distress and disability distress and disability 
pathologizespathologizes childrenchildren’’s s 
behaviors and ignores the behaviors and ignores the 
context of their experiencescontext of their experiences
–– ““UnderstandingUnderstanding”” rather than rather than 
““diagnosingdiagnosing”” changes the meaning changes the meaning 
of those behaviors and can lead to of those behaviors and can lead to 
more helpful interventionsmore helpful interventions
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97

Abuse, neglect and trauma Abuse, neglect and trauma 

disrupt secure attachment disrupt secure attachment 

and impair the childand impair the child’’s s 

ability to selfability to self--regulateregulate

–– ““RepairRepair”” occurs through the occurs through the 

formation of secure formation of secure 

attachments, rather than    attachments, rather than    

by medicationby medication

98

Irritability, impulsivity and Irritability, impulsivity and 

aggression appear in criteria aggression appear in criteria 

for most DSM diagnostic for most DSM diagnostic 

labels used on childrenlabels used on children

–– We are medicating childrenWe are medicating children’’s s 

negative emotions and negative emotions and 

immature selfimmature self--controlcontrol

99

Growing consensusGrowing consensus

(Duncan, Sparks, Murphy, & Miller, 2007) 100

Attempt psychosocial Attempt psychosocial 

interventions interventions beforebefore
initiating medicationinitiating medication

Ample evidence supports their use Ample evidence supports their use 

as effective firstas effective first--line options for line options for 

childrenchildren’’s behavioral problems, s behavioral problems, 

with no apparent risk of medical with no apparent risk of medical 

harmharm

101

Fundamental issues of Fundamental issues of 

efficacy and safety of efficacy and safety of 

psychotropic psychotropic 

medications in children medications in children 

remain unresolved remain unresolved 

Therefore, medicating Therefore, medicating 

children should be children should be 

avoidedavoided
102

A Critical Curriculum

on Psychotropic Medications

Module 8

The EndThe End

www.CriticalThinkRx.org
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