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Aufklarung uber Forschung und

Information uber MNt!E
. HOCHSCHULE
Forschungsergebnisse SRANDERELRS

e Psychiatrische und kinder- und jugendpsychiatrische
Patienten

— einerseits vulnable populations,
— anderseits therapeutic orphans

e Zu wenig Forschung stellt diese Patientengruppen schlechter

e Einschluss nicht einwilligungsfahiger Patienten in Forschung
aber problematisch

 Belmont Kriterien: justice, beneficience, respect

e Forschung muss Aufklarungs- und Partizipationsrechte
beachten

Medizinische Hochschule Brandenburg Theodor Fontane - www.mhb-fontane.de
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e Beispiele: Demenzerkrankte, Kinder mit
psychischen Stérungen

e Aufklarung im Dreieck
* Information im Verlauf?

e Balanzierung von Winschen von Angehorigen
und Patienten hinsichtlich ,,neuer
Therapieverfahren

Medizinische Hochschule Brandenburg Theodor Fontane - www.mhb-fontane.de
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Child and Adolescent Psychiatry and ®)
Mental Health BioMed Centa

"...because | am something special” or "l think | will be something
like a guinea pig": information and assent of legal minors in clinical
trials — assessment of understanding, appreciation and reasoning
Michael Koelch*, Hanneke Singer, Anja Prestel, Jessica Burkert,

Ulrike Schulze and Jorg M Fegert
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e Einbezug der Ethikkommission mit
Patientenvertreter (variabel)

 Einbezug von ,patient representatives” bei
Arzneimittelzulassungsverfahren (z.B. EMA)

Medizinische Hochschule Brandenburg Theodor Fontane - www.mhb-fontane.de



Information uber klinische Forschung und MH '
Studien als Strategie der Forschungsforderungam ' % "0 &
Beispiel der EU BRANDENBURC

Eur Child Adolesc Psychiatry (2014) 23:1149-1160
DOI 10.1007/s00787-013-0498-3

ORIGINAL CONTRIBUTION

Paediatric European Risperidone Studies (PERS): context,
rationale, objectives, strategy, and challenges
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medicine for CONCA and DISCONCA (WP2, WP3)!
Both short-term studies are on hold (no patients
enrolled)!
November 2013
First PERS publication accepted in European Child
-~ " I and Adolescent Psychiatry: Paediatric European
Risperidone Studies (PERS): context, rationale,
‘ objectives, strategy, and challenges.
March 2014
Potential study sponser (Janssen-Cilag) dropped off;
no reproduction of the tablets for WP2 and WP3
possible. Consortium strongly supports successfully
ongoing observational naturalistic study. Recruitment is
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,Fachinformation” als Information MH
fur Patienten? — Negativbeispiele HOCHSCAULE

BRANDENBURG

e SSRI bei Minderjahrigen: Pressemeldungen
Uber erhohtes Risiko der Suizidalitat

e MPH: nicht replizierter Forschungsbefund zu
erhohtem Risiko von Krebs bei Laborversuch

Medizinische Hochschule Brandenburg Theodor Fontane - www.mhb-fontane.de



Beispiel: Therapie depressiver Erkrankungen bei Minderjahrigen — IVI H

erhohen SSRI das Suizidrisiko? MEDIZINISCHE
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e ,Behavioural toxicity”

e Damit ist eine vermehrte Aktivierung des
Patienten gemeint, die einen
Zusammenhang mit suizidalen Gedanken
U n d Ve r h a Ite n h a b e n ka n n ( H a m m a d 2 004) . B e e e i

' Parents’ Crusade Forces Dangers

° ”B|ack_box”_warnings durch FDA und rof Antidepressants Into Spotlight

EMA/nationale Zulassungsbehdrden | : [ 3

* Folge: Abnahme der Verordnungen und
Zunahme burden of disease bei
Minderjahrigen
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Adverse evept text was searched in the following way:

ferred term is ‘emotional lability’
and the verbatim term includes any reference to:

‘attempt’
[ 1 cm ]
‘gas’
‘hang’
‘hung’
Jump'
‘mutilat’ [includes ‘mutilate’, ‘mutilated’, ‘mutilation’]
‘overdos’
selfdamag’ or ‘self-damag’
selfharm’ ot ‘self-harm’
selfinflict’  or ‘self-inflict’
‘self injur’  or ‘self-injur’
shoot’

or the preferred term is ‘overdose’ or ‘intentional overdose’. /




Early Evidence on the Effects of Regulators’
Suicidality Warnings on SSRI Prescriptions
and Suicide in Children and Adolescents

Robert D. Gibbons, Ph.D.

C. Hendricks Brown, Ph.D.

Kwan Hur, Ph.D.

Sue M. Marcus, Ph.D.

Dulal K. Bhaumik, Ph.D.

Joélle A. Erkens, Pharm.D., Ph.D.
Ron M.C. Herings, Pharm.D., Ph.D.

]. John Mann, M.D.

Objective: In 2003 and 2004, U5 and Eu-
ropean regulators issued public health
warnings about a possible association be-
tween antidepressants and suicidal think-
ing and behavior. The authors assessed
whether these wamings discouraged use of
antidepressants in children and adolescents
and whether they led toincreases in suicide
rates as a result of untreated depression.

Method: The authors examined L.5. and
Dutch data on prescription rates for selec-
tive serotonin reuptake inhibitors (33RI1s)
from 20032 to 2005 in children and ado-
lescents {patients up to age 19, as well as
suicide rates for children and adaolescents,
using available data (through 2004 in the
United states and through 2005 in the
Metherlands). They used Poisson regres-
sion analyses to determine the overall as-
sociation hetween antidepressant pre-
scription rates and suicide rates, adjusted
for sex and age, during the periods pre-
ceding and immediately following the
public health warnings.

Results: 35RI prescriptions for youths de-
creased by approximately 22% in both
the United states and the Metherlands af-
ter the warnings were issued. In the Meth-
erlands, the youth suicide rate increased
by 49% between 2003 and 2005 and
shows a significant inverse association
with 35RI prescriptions. In the United
States, youth suicide rates increased by
14% between 2002 and 2004, which is the
largest year-to-year change in suicide
rates in this population since the Centers
for Disease Control and Preventicn began
systematically collecting suicide data in
1974,

Conclusions: In both the United States
and the Metherlands, S5RI prescriptions

for children and adolescents decreased
after LS. and European regulatory agen-
cies issued warnings about a possible sui-
cide risk with antidepressant use in pedi-
atric patients, and these decreases were
associated with increases in suicide rates
in children and adolescents.

{Am | Psychiatry 2007; 164:1356-1363)
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e Welche Formen der Information Uber
Forschung sind zielfuhrend?

e Wie

kann man Forschungsvorhaben so

darstellen, dass Offentlichkeit erreicht wird?

 Welche Grundlagen zu Forschung im

pSyc

niatrischen Bereich miussen erklart

werden um Beflirchtungen zu minimieren,

welc

ne Befurchtungen sind berechtigt?
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