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Sehr geehrte Frau Präsidentin! 

·_ � B�NDESMINISTERIUM 
• FUR GESUNDHEIT 

Alois Stöger 
Bundesminister 

Wien, am�März 2014 

Ich beantworte die an mich gerichtete schriftliche parlamentarische 
Anfrage Nr. 533/J der Abgeordneten Dr. Franz, Kolleginnen und Kollegen nach den 
mir vorliegenden Informationen wie folgt: 

Einleitend ist festzuhalten, dass zur Beantwortung der vorliegenden parlamenta
rischen Anfrage eine Stellungnahme des Hauptverbandes der österreichischen 
Sozialversicherungsträger eingeholt wurde, die den nachstehenden Ausführungen 
zugrunde liegt. 

Zur Verschreibung von Psychopharmaka im Kindesalter ist generell auszuführen, dass 
diese im besonderen Maße von fundiertem Fachwissen abhängt. 
Selbst wenn die Krankenkassen über die angefragten Zahlen und Daten verfügen, 
handelt es sich dabei um Rohdaten, aus denen eine fundierte Aussage über eine 
Zunahme kinder- und jugendpsychiatrischer Auffälligkeiten nicht direkt abgeleitet 
werden kann. Die Rohdaten müssten zuerst aufgearbeitet und einer entsprechenden 
fachlichen Diskussion zugeführt werden. 

Frage 1: 

Dazu verweise ich auf die in der Beilage angeschlossenen Daten, die vom Haupt
verband der österreichischen Sozialversicherungsträger zur Verfügung gestellt 
wurden (Beilage 1). 
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Frage 2: 

Auch hier darf ich auf die vom Hauptverband übermittelten Daten verweisen 
(Beilagen 2 und 3). 

Ergänzend weist der Hauptverband dazu auf Folgendes hin: 

NAuswertungen in der gewünschten Form sind erst ab 2009 möglich. Angaben zur 
abgegebene Menge (DDD) stehen erst ab 2010 zur Verfügung. Für 2013 liegen 

derzeit nur für das erste Halbjahr vollständige Daten vor. 

Die Daten umfassen die auf Kosten der sozialen Krankenversicherung im extra

muralen Bereich abgegebenen Arzneispezialitäten. Arzneispezialitäten mit einem 

Kassenverkaufspreis unter der Rezeptgebühr sind nur für von dieser befreiten 
Personen enthalten. Der Bereich der Kostenerstattung ist in den vorliegenden 
Daten nicht enthalten. 

Zu den nachfolgend gelisteten ATC-Codes existieren im Erstattungskodex jeweils 

nur Produkte eines Anbieters. Die Daten lassen daher unter Umständen 

Rückschlüsse auf den Umsatz des jeweiligen Unternehmens zu. Aus datenschutz
rechtlichen Gründen werden sie daher nur in Summe dargestellt. " 

NOSAA02 Levomepromazin 

NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Fragen 3 und 4: 

Der Hauptverband teilte dazu Folgendes mit: 

NEntsprechende Aufzeichnungen Statistiken oder Studien liegen nicht vor. 
Den Krankenversicherungsträgern stehen aus dem niedergelassenen Bereich keine 
codierten Diagnosen zur Verfügung. Elektronische Auswertungen sind damit nicht 

möglich. 

Eine Auswertung stationärer Aufenthalte (bzw. darauf aufbauend eine Hochrech

nung auf die Gesamtfälle) erscheint nicht aussagekräjtig, da es sich bei Spitalsauf
enthalten eher um schwere Fälle handelt, die weitaus größere Anzahl von Kindern 

und Jugendlichen jedoch im niedergelassenen Bereich betreut werden. 
Auf Basis der Heilmittel-Verordnungen auf Kassenkosten wäre unter der Annahme 
einer zulassungskonformen Indikationsstellung der Rückschluss von der Medikation 

auf die Diagnose lediglich in bestimmten Fällen möglich (z. B. bei den gegen ADHS 
eingesetzten Präparaten Ritalin, Concerta und Strattera). Eine gesicherte Aussage 
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zur Richtigkeit der Indikationsstellung bzw. generell zur Qualität der Behandlung 
kann aber auch daraus nicht abgeleitet werden. 

Da somit seriöse Angaben zu der Gesamtzahl nicht gemacht werden können, wird 

von allenfalls möglichen Auswertungen (z. B. Heilmittelkosten, stationäre Aufent

halte) von den Sozialversicherungsträgern vorsichtshalber Abstand genommen, um 
keine Fehlschlüsse wegen nicht aussagekräftiger Datenbestände auszulösen. 

Es wird jedoch auf Folgendes hingewiesen: 

Die Krankenversicherungsträger unterstützten ein von der AGES (Österreichische 

Agentur für Gesundheit und Ernährungssicherheit GmbH) zum Thema" Verwen

dung von Arzneimitteln in der pädiatrischen Bevölkerungsgruppe" durchgeführtes 

Projekt. Die Ergebnisse des Projektes waren Teil einer von der EMA (European 
Medicines Agency) durchgeführten europaweiten Studie [Ergebnisbericht siehe 
Beilage 4]. 

Die Medikamentenversorgung bei Kindern und Jugendlichen, darunter auch jene 

mit Psychopharmaka ohne Zulassung bei Kindern, wurde in der Vergangenheit auf 

Basis der Daten der Krankenversicherungsträger untersucht und im Jahr 2012 bei 

der Tagung "Kinder- und Jugendgesundheit" der Österreichischen Gesellschaft für 
Public Health als Poster präsentiert [siehe Beilage 5]. 

Weiters wurde die Verordnung von ADHS-Medikamenten unter anderem bei 

Kindern im Jahr 2012 von den Krankenversicherungsträgern untersucht. Die 

Ergebnisse wurden in der Vertrogspartnerzeitung Top Tipps Nr. 4/2012 publiziert 
[siehe Beilage 6] ". 

Fragen 5 und 9: 

Im Bundes-Zielsteuerungsvertrag Zielsteuerung-Gesundheit ist unter Punkt 7.2.1. 
als Maßnahme 2 die Erstellung eines Konzeptes inklusive Vorschlägen für Pilot
projekte für die verbindliche Einführung einer standardisierten und codierten 
Diagnosedokumentation im ambulanten Bereich vorgesehen. 

Darüber hinaus ist sowohl von Seiten des Hauptverbandes (Strategie der österrei
chischen Sozialversicherung zu bestimmten Aspekten der Kinder- und Jugendgesund
heit, 2012), wie auch im Rahmen der Kinder-und Jugendgesundheitsstrategie 2011 
meines Ressorts das Vorhaben der Verbesserung der Datenlagen formuliert. 
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Frage 6: 

Die Regelungen über die Pharmakovigilanz sind durch die Richtlinie 2001/83/EU 
EU-weit abschließend harmonisiert und im Abschnitt IX des Arzneimittelgesetzes 
umgesetzt. Darüber hinausgehende Regelungen sind auf Grund der Vollharmoni
sierung dieses Bereiches nicht möglich. 

Diese Bestimmungen sehen eine Meldepflicht für Ärztinnen/Ärzte an das Bundesamt 

für Sicherheit im Gesundheitswesen (BASG) für alle ihnen auf Grund ihrer beruflichen 

Tätigkeit bekannt gewordenen vermuteten Nebenwirkungen von Humanarznei
spezialitäten vor. Zusätzlich haben Patient/inn/en und Angehörige seit Anfang 2013 
die Möglichkeit, beobachtete Nebenwirkungen direkt bei der zuständigen Behörde 
(BASG) zu melden. 

Fragen 7 und 8: 

Jeder Zulassungsinhaber ist verpflichtet, dem Bundesamt für Sicherheit im Gesund
heitswesen in regelmäßigen Abständen einen sog. Periodic Safety Update Report 
(PSUR) zu übermitteln, der eine Zusammenfassung aller Daten, die für die Beurteilung 
des Nutzens und der Risiken einer Arzneispezialität von Interesse sind, einschließlich 
der Ergebnisse aller Studien, die mögliche Auswirkungen auf die Zulassung haben 

sowie eine wissenschaftliche Bewertung des Nutzen-Risiko-Verhältnisses der Arznei
spezialität enthalten muss: diese Bewertung muss auf sämtlichen verfügbaren Daten 
beruhen. 

Weiters müssen alle Daten im Zusammenhang mit dem Umsatzvolumen der Arznei
spezialität sowie alle dem Zulassungsinhaber vorliegenden Daten im Zusammenhang 
mit dem Verschreibungsvolumen, einschließlich einer Schätzung der Anzahl der Per
sonen, die die Arzneispezialität anwenden, enthalten sein. In diesem Zusammenhang 
erfolgt selbstverständlich auch eine Auswertung aller Nebenwirkungsmeldungen. 
Unabhängig davon erfolgt eine Auswertung aller Nebenwirkungsmeldungen über die 
Eudravigilanz-Datenbank. 

Frage 10: 

Zu der in der Frage 10 formulierten, vermuteten Korrelation zwischen einer Zunahme 
potenzieller Verschreiber/innen, vor allem Kinder- und Jugendpsychiater/innen, und 
der Steigerung von Psychopharmaka-Verordnungen für Kinder und Jugendliche be

ziehe ich mich auf eine Stellungnahme der Österreich ischen Gesellschaft für Kinder
und Jugendpsychiatrie (ÖGKJP), die sich sowohl in ihren Weiterbildungsrichtlinien, als 
auch in ihren öffentlichen Stellungnahmen seit jeher für eine multimodale Behand
lung von psychischen Erkrankungen bei Kindern und Jugendlichen ausspricht. 
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Das bedeutet zum einen, dass therapeutische Interventionen bei den Patient/inn/en 

in deren Familie und im sozialen Umfeld gesetzt werden müssen, da eine ausschließ
lich auf das Kind zentrierte Intervention zumeist nicht ausreichend ist. Zum anderen 
heißt es, dass bei allen Problemstellungen zuerst nicht-pharmakologische Interven
tionen (wie kinder- und jugend psychiatrische Beratung, Psychoedukation, Schulrück
sprachen, Klärung der Ausbildungssituation, Psychotherapie, Ergotherapie, Physio
therapie, Logopädie, psychologische Förderprogramme, Einbindung der Jugendwohl
fahrt und andere) anzuwenden sind. 

Erst wenn diese Maßnahmen nach ausreichender Dauer keinen Erfolg zeitigen, kann 
es notwendig sein, eine medikamentöse Behandlung zu beginnen. 
Mit dieser Haltung steht die österreichische Kinder- und Jugendpsychiatrie im 
Übrigen nicht alleine - alle europäischen Fachverbände präferieren dieses Vorgehen 
und empfehlen es in ihren Leitlinien. 

Unabhängig von der Häufigkeitsentwicklung psychischer Erkrankungen bei Kindern 
und Jugendlichen nahm allgemein die Sensibilität, psychische Problem lagen bei 
Minderjährigen zu erkennen und zu benennen, zu; auch der in den letzten Jahr
zehnten erfreulicherweise beobachtbare Entstigmatisierungsprozess bei psychischen 

Erkrankungen setzt sich weiter fort. Beides trug zu einer Erhöhung der Inanspruch
nahme kinder- und jugend psychiatrischer Leistungen bei, eine Entwicklung, die aus
schließlich positiv zu bewerten ist und bereits bis jetzt viel Leid bei Kindern und 
Jugendlichen und ihren Familien verhindern konnte (vielleicht am besten illustrierbar 
durch die epidemiologisch unstrittige Abnahme der Suizid rate bei den unter 
20-Jährigen). 

Die Verordnung von Psychopharmaka in Österreich stieg in den letzten Jahren von 

einem sehr niedrigen auf ein niedriges Niveau. Dafür ist mit hoher Wahrscheinlichkeit 
nur zu einem geringen Teil die Zunahme der Anzahl der Fachärztinnen und -ärzte für 
Kinder- und Jugendpsychiatrie verantwortlich, da sich die Zahl in den letzten Jahren 
nur unwesentlich erhöht hat und die Kinder- und Jugendpsychiatrie unter den Medi

zinischen Sonderfächern offiziell den Status eines Mangelfaches hat. 

Frage 11: 

Aus der Mannheimer Longitudinalstudie (M. Laucht) und vielen anderen Quellen ist 
bekannt, dass mit Zunahme von psychosozialem Stress und Belastungsfaktoren vor 
allem in der frühen Kindheit ein kumulatives Risiko besteht, psychisch zu erkranken. 
Dem kann gesellschaftlich durch eine Stärkung der Ressourcen und Reduktion von 
Risikofaktoren entgegengewirkt werden. 

In diesem Zusammenhang sind zwei wichtige Initiativen, die mein Ressort in den 
vergangenen zwei Jahren in die Wege geleitet hat, hervorzuheben - die Kinder- und 
Jugendgesundheitsstrategie und die Entwicklung von Rahmengesundheitszielen für 
Österreich. 

5 

5 von 81491/AB XXV. GP - Anfragebeantwortung (gescanntes Original)

www.parlament.gv.at



Ganz spezifisch wird derzeit die Umsetzung eines Systems der "Frühen Hilfen" im 
Rahmen eines Modellprojekts in fünf Bundesländern erprobt und soll in Folge 

flächendeckend ausgerollt werden. Dies ist eine wesentliche und wirksame präven
tive Maßnahme, um werdende und junge Eltern in ihrer Rolle unterstützen zu 
können, womit das gesunde Aufwachsen von Kindern auch in psychosozialer Hinsicht 
gefördert werden kann. 

Beilage 
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.. Frage 1 TOP 10 ATC VORD 2012 

Frage 1 
TOP 10 Verordnungen 2012 ATC-Gruppe NOSA (Antipsychotika) 

ALTER ATC BEZEICHNUNG 
NOSAX08 Risperidon 

NOSAH04 Quetiapin 

NOSAX12 Aripiprazol 

NOSAH03 Olanzapin 

NOSAA02 Levomepromazin 

NOSAX07 Prothipendyl 
Summe 0-19 Jahre 

NOSAF03 Chlorprothixen 

NOSAE04 Ziprasidon 

NOSAL03 Tiaprid 

NOSAH02 Cloza in 

Quelle: Maschinelle Heilmittelabrechnung 
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Pari. Anfrage 533/J 

BEILAGE 2 
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Frage 2 2009 

Frage 2 - Angaben für 2009 
Die Kosten und Verordnungen der folgenden 6 ATC-Codes werden summiert, da 
jeweils nur Produkte von nicht genügend Anbietern im Erstattungskodex vorhanden sind. 

ATC-Code 

NOSAA02 

NOSAF03 

NOSAH02 

NOSAL03 

NOSAX07 

NOSAX12 

Bezeichnung 

Levomepromazin 

Chlorprothixen 

Clozapin 

Tiaprid 

Prothipendyl 

Ariprazol 

2009 
KV-Träger Alter ATC Bezeichnung KOST VORD 

NOSAE04 Ziprasidon 

NOSAH03 Olanzapin 

NOSAH04 Quetiapin 

NOSAX08 Risperidon 

NOSAA02 Levomepromazin 
0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 
NOSAE04 Ziprasidon 

NOSAH03 Olanzapin 

NOSAH04 Quetiapin 

NOSAX08 Risperidon 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Gesamt 
Summe 

NOSAE04 Ziprasidon 

NOSAH03 Olanzapin 

NOSAH04 Quetiapin 

NOSAX08 Risperidon 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 
NOSAE04 Ziprasidon 

NOSAH03 Olanzapin 

NOSAH04 Quetiapin 

NOSAX08 Risperidon 

NOSAA02 Levomepromazin 
15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Page 1 

0,00 
3.698,50 

19.587,20 
16.697,75 

4.554,10 

44.537 55 
0,00 

3.787,15 
7.219,20 

53.781,85 

7.308,65 

72.096 85 
2.873,10 

31.634,50 
75.116,85 

173.789,75 

97.645,50 

381.059 70 
42.606,10 

259.651,70 
342.322,95 
295.170,65 

391.053,45 

o 
70 

548 
441 

808 

1.867 
0 

45 
104 

1.238 

334 

1.721 
22 

415 
1.036 
4.217 

1.563 

7.253 
339 

2.731 
4.200 
4.919 

5.669 
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Frage 2 2009 

Summe 1.330.804,85 1 7.858 

Summe Gesamt 0 - 19 Jahre 1.828.498,95 28.699 

NOSAE04 Ziprasidon 0,00 0 

NOSAH03 Olanzapin 229,60 3 
NOSAH04 Quetiapin 6.812,75 161 
NOSAX08 Risperidon 3.258,20 98 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
1.629,65 198 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazol 

Summe 11.930,20 460 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 2.620,45 29 
NOSAH04 Quetiapin 4.996,95 61 
NOSAX08 Risperidon 26.362,60 603 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
5.084,85 180 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 

WGKK 
Summe 39.064,85 8 73 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 7.986,45 115 
NOSAH04 Quetiapin 24.002,00 299 
NOSAX08 Risperidon 58.181,85 1.360 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 23.247,20 310 
Summe 113.417,50 2.084 

NOSAE04 Ziprasidon 9.173,80 68 
NOSAH03 Olanzapin 66.399,85 657 
NOSAH04 Quetiapin 93.467,05 1.004 
NOSAX08 Risperidon 75.538,35 1.210 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
117.800,15 1.617 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazol 
Summe 362.379,20 4.556 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 3.822,30 92 
NOSAX08 Risperidon 2.398,00 50 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
390,05 78 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazol 

Summe 6.610,35 220 
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Frage 2 2009 

NOSAE04 Ziprasidon 0,00 0 

NOSAH03 Olanzapin 768,00 10 

NOSAH04 Quetiapin 2.091,80 38 

NOSAX08 Risperidon 7.191,95 175 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 1.262,85 52 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

NÖGKK 
Summe 11.314,60 275 

NOSAE04 Ziprasidon 1.419,55 11 
NOSAH03 Olanzapin 5.703,10 72 
NOSAH04 Quetiapin 11.395,40 185 
NOSAX08 Risperidon 26.391,90 678 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
27.844,95 335 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 72.754,90 1.281 
NOSAE04 Ziprasidon 3.874,30 38 
NOSAH03 Olanzapin 48.473,00 483 
NOSAH04 Quetiapin 63.543,05 744 
NOSAX08 Risperidon 51.853,60 707 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
77.959,15 1.082 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 245.703,10 3.054 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 399,50 11 
NOSAX08 Risperidon 465,05 12 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
72,15 15 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 936,70 38 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 1.467,55 32 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
38,30 4 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

BGKK 
Summe 1.505,85 36 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 933,85 15 
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Frage 2 2009 

NOSAH04 Quetiapin 6.554,55 54 

NOSAX08 Risperidon 6.935,15 146 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 735,15 16 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 15.158,70 231 

NOSAE04 Ziprasidon 387,15 3 
NOSAH03 Olanzapin 7.442,15 75 
NOSAH04 Quetiapin 15.412,25 165 
NOSAX08 Risperidon 6.018,95 101 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
7.128,80 105 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 36.389,30 449 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 915,00 20 
NOSAH04 Quetiapin 1.744,70 72 
NOSAX08 Risperidon 1.711,30 52 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
410,10 86 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 4.781,10 230 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 45,75 1 
NOSAH04 Quetiapin 33,90 1 
NOSAX08 Risperidon 2.901,70 69 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
490,90 29 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

OÖGKK 
Summe 3.472,25 100 

NOSAE04 Ziprasidon 550,20 4 
NOSAH03 Olanzapin 936,30 13 
NOSAH04 Quetiapin 6.139,80 90 
NOSAX08 Risperidon 15.130,55 409 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
4.550,75 181 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 2 7.307,60 69 7 

NOSAE04 Ziprasidon 2.319,15 17 
NOSAH03 Olanzapin 20.270,40 209 
NOSAH04 Quetiapin 36.829,15 423 
NOSAX08 Risperidon 35.913,65 724 
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Frage 2 2009 

NOSAA02 Levomepromazin 
15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 19.234,05 624 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 114.566,40 1.997 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 183,00 4 
NOSAH04 Quetiapin 579,70 14 
NOSAX08 Risperidon 642,90 20 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
221,50 49 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 1.627/10 87 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 76,80 1 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 5.682,55 119 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
163,05 22 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

STKK 
Summe 5.922,40 142 

NOSAE04 Ziprasidon 258,10 2 
NOSAH03 Olanzapin 8.178,20 89 
NOSAH04 Quetiapin 7.840,35 105 
NOSAX08 Risperidon 26.748,50 626 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
14.525,45 224 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 57.550,60 1.046 

NOSAE04 Ziprasidon 11.072,80 92 
NOSAH03 Olanzapin 39.145,65 476 
NOSAH04 Quetiapin 52.473,35 709 
NOSAX08 Risperidon 42.249,40 706 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
60.866,50 814 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 205.807,70 2.797 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 384,00 5 
NOSAH04 Quetiapin 497, 15 18 
NOSAX08 Risperidon 943,95 25 

Page 5 

14 von 81 491/AB XXV. GP - Anfragebeantwortung (gescanntes Original)

www.parlament.gv.at



Frage 2 2009 

NOSAA02 Levomepromazin 
0 - 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 101,80 22 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 

Summe 1.926,90 70 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 1.375,90 39 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
95,50 22 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazol 

KGKK 
Summe 1.471,40 61 

NOSAE04 Ziprasidon 645,25 5 
NOSAH03 Olanzapin 1.702,75 21 
NOSAH04 Quetiapin 3.118,05 39 
NOSAX08 Risperidon 13.014,65 322 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
6.754,00 156 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazol 

Summe 25.234,70 543 
NOSAE04 Ziprasidon 5.860,70 44 
NOSAH03 Olanzapin 17.860,35 192 
NOSAH04 Quetiapin 12.319,90 174 
NOSAX08 Risperidon 24.981,50 431 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
13.046,70 221 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazol 
Summe 74.069,15 1.062 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 206,25 7 
NOSAA02 Levomepromazin 

0 - 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
97,90 22 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 
Summe 304,15 29 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 2.401,05 51 
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NOSAA02 Levomepromazin 
5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 53,35 8 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 

Summe 2.454,40 59 
SGKK 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 230,40 3 
NOSAH04 Quetiapin 202,90 6 
NOSAX08 Risperidon 5.791,10 132 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
108,15 10 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 

Summe 6.332,55 151 
NOSAE04 Ziprasidon 1.736,70 13 
NOSAH03 Olanzapin 17.285,30 192 
NOSAH04 Quetiapin 6.724,45 128 
NOSAX08 Risperidon 14.223,55 260 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
9.189,30 176 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazol 
Summe 49.159,30 769 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 366,00 8 
NOSAH04 Quetiapin 1.288,60 41 
NOSAX08 Risperidon 1.138,00 28 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
289,25 65 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 

Summe 3.081,85 142 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 80,95 3 
NOSAX08 Risperidon 548,90 17 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
0,00 0 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariorazoi 

TGKK 
Summe 629,85 20 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 1.210,80 19 
NOSAH04 Quetiapin 3.596,50 50 
NOSAX08 Risperidon 3.771,55 97 

Page 7 

16 von 81 491/AB XXV. GP - Anfragebeantwortung (gescanntes Original)

www.parlament.gv.at



Frage 2 2009 

N05AA02 Levomepromazin 
10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
5.087,00 78 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

N05AX12 Ariprazol 

Summe 13.665,85 244 
NOSAE04 Ziprasidon 2.415,85 18 
NOSAH03 Olanzapin 14.422,40 146 
NOSAH04 Quetiapin 16.850,55 257 
N05AX08 Risperidon 12.468,95 173 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
14.566,70 216 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 60.724,45 810 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 241,10 7 
NOSAX08 Risperidon 649,35 12 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
160,20 36 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 1.050,65 55 
N05AE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 153,60 2 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 1.255,50 24 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
34,60 6 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

VGKK 
Summe 1.443,70 32 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 1.707,30 38 
NOSAX08 Risperidon 2.665,30 80 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
1.188,45 28 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 5.561,05 146 
NOSAE04 Ziprasidon 1.216,95 12 
NOSAH03 Olanzapin 1.840,90 20 
NOSAH04 Quetiapin 12.093,55 179 
NOSAX08 Risperidon 7.825,20 146 
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NOSAA02 Levomepromazin 
15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 10.780,65 159 
N05AL03 Tiaprid 

N05AX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 33.757,25 516 

NOSAE04 Ziprasidon 0,00 0 
N05AH03 Olanzapin 0,00 ° 
N05AH04 Quetiapin 198,60 9 
NOSAX08 Risperidon 34,70 1 
N05AA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
13,35 3 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 246,65 13 

N05AE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 0,00 0 
N05AX08 Risperidon 553,60 16 
N05AA02 Levomepromazin 

5 - 9 Jahre N05AF03 Chlorprothixen 

NOSAH02 Clozapin 
0,00 0 

N05AL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

BKK 
Summe 553,60 16 

N05AE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
N05AH04 Quetiapin 0,00 0 
N05AX08 Risperidon 905,65 25 
N05AA02 Levomepromazin 

10 - 14 Jahre N05AF03 Chlorprothixen 

N05AH02 Clozapin 
1.074,90 12 

N05AL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 1.980,55 37 
NOSAE04 Ziprasidon 0,00 0 
N05AH03 Olanzapin 996,75 15 
N05AH04 Quetiapin 1.455,25 14 
NOSAX08 Risperidon 189,85 6 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
267,70 4 

NOSAL03 Tiaprid 

N05AX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 2.909,55 39 

NOSAE04 Ziprasidon 0,00 0 
N05AH03 Olanzapin 549,00 12 

NOSAH04 Quetiapin 1.374,45 SO 
NOSAX08 Risperidon 2.165,15 58 
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NOSAA02 Levomepromazin 
0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 449,40 101 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 4.538,00 221 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 122,55 2 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 2.341,75 54 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
27,60 2 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 2.491,90 58 
BVA 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 1.625,05 24 
NOSAH04 Quetiapin 3.592,65 97 
NOSAX08 Risperidon 5.841,80 146 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
9.793,15 117 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 20.852,65 384 
NOSAE04 Ziprasidon 3.209,90 24 
NOSAH03 Olanzapin 10.671,30 116 
NOSAH04 Quetiapin 10.068,95 145 
NOSAX08 Risperidon 11.681,35 201 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
34.893,45 381 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 70.524,95 867 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 1.071,90 18 
NOSAH04 Quetiapin 265,45 12 
NOSAX08 Risperidon 1.292,05 25 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
90,70 20 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 2.720,10 75 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 

NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 278,95 7 
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NOSAA02 Levomepromazin 
5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 34,50 8 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 313,45 15 
VAEB 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 321,95 3 
NOSAH04 Quetiapin 3.264,35 32 
NOSAX08 Risperidon 2.471,05 56 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
961,45 58 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 7.018,80 149 
NOSAE04 Ziprasidon 1.209,75 9 
NOSAH03 Olanzapin 3.879,55 43 
NOSAH04 Quetiapin 5.129,65 71 
NOSAX08 Risperidon 3.778,40 79 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
5.817,85 59 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 19.815,20 261 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 1.997,75 48 
NOSAX08 Risperidon 1.241,45 37 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
402,40 62 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 3.641,60 147 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 15,60 1 
NOSAX08 Risperidon 1.382,60 31 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
23,15 1 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

SVA 
Summe 1.421,35 33 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 2.362,00 34 

NOSAH04 Quetiapin 3.164,55 31 
NOSAX08 Risperidon 4.192,35 104 
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NOSAA02 Levomepromazin 
10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 352,25 14 
NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 10.071,15 183 
NOSAE04 Ziprasidon 129,05 1 
NOSAH03 Olanzapin 7.511,15 68 
NOSAH04 Quetiapin 13.694,60 156 
NOSAX08 Risperidon 5.307,75 103 
NOSAA02 Levomepromazin 

15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
16.350,40 176 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 42.992,95 504 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 365,15 13 
NOSAX08 Risperidon 551,40 16 
NOSAA02 Levomepromazin 

0- 4 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
225,65 51 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 1.142,20 80 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 0,00 0 
NOSAH04 Quetiapin 0,00 0 
NOSAX08 Risperidon 37,25 1 
NOSAA02 Levomepromazin 

5 - 9 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
0,00 0 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

SVB 
Summe 37,25 1 

NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 443,65 7 
NOSAH04 Quetiapin 538,45 10 
NOSAX08 Risperidon 1.748,35 36 
NOSAA02 Levomepromazin 

10 - 14 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 
1.422,65 24 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 

Summe 4.153,10 77 
NOSAE04 Ziprasidon 0,00 0 
NOSAH03 Olanzapin 3.452,95 39 
NOSAH04 Quetiapin 2.261,20 31 
NOSAX08 Risperidon 3.140,15 72 
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NOSAA02 Levomepromazin 
15 - 19 Jahre NOSAF03 Chlorprothixen 

NOSAH02 Clozapin 

NOSAL03 Tiaprid 

NOSAX07 Prothipendyl 

NOSAX12 Ariprazol 
Summe 

Quelle: Maschinelle Heilmittelabrechnung 
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Frage 2 • AnV-ben für 2010 • 1. Halbjahr 2013 
Oie Kosten, Ven:rd!"K..ngen und ODDs de!r folgenden 6 ATC-codes werden SU'llmiert, da 
jeweils IV ProO.Jkte von nett: 9!7rügmj AnbIm:m Im ErstattungskOOex vorhanden Sind. 

ATC-<:odeo !:::Id:::=:p 
NOSAA02 levomepromazin 
NOSAF03 Ollofprothixet'I 
NOSAH02 Oozapin 
NOSAI..03 Tl.aprid 
NOSAX07 Prothipen6,i 
NOSAX12 Ar;Jnzol 

Gesamt 

WGIO< 

NÖGKK 

NOSAHOJ OIanzapin 
N05AH04 Quetiapin 
N05AX08 Ri5peridon 
N05AA02 l.evomepromazin 

o - 4 Jatre NOSAF03 OlIofprottixen 
NOSAH02 Oozapin 
NOSAI..03 Tlaprid 
N05AX07 PlothipendyI 
NOSAX12 AritQzoI 

N05AH03 OIanzapin 
N05AH04 Quetiapin 
N05AX08 Ri5peridon 
NOSAA02 l.evomepromazin 

5 - 9 latTe NOSAF03 OlIofprothixen 
NOSAH02 Oozapin 
NOSAI..03 Tlllprid 
N05AX07 Prothipendyl 
NOSAX12 AriorBzoI 
NOSAB>! 
N05AH03 OIanzapin 
N05AH0-4 Quetjapin 
NOSAX08 RJspetidon 
NOSAA02 l.evomepromazin 

10 - 14 Jahre NOSAFOJ OlIorprothixen 
NOSAH02 Oozapin 
NOSAI..03 Tlaprid 
NOSAX07 Prottlipendyi 
NOSAX12 � 

NOSAH03 OIaozapin 
N05AH04 Queöapin 
NOSAX08 Ri5peridon 
H05AA02 levomepromazin 

15 - 19 Jal're NOSAF03 OlIorprothlxen 
NOSAH02 Oozapin 
NOSAI..03 T1aprid 
HOSAX07 Protllipen<tft 
NOSAX12 ArIonIzol 

0- 4Jatre 

NOSAH03 OianUIIpin 
N05AH04 Queöapin 
NO� RispericIon 
N05AA02 l.evomepromazin 
NOSAF03 OlIorprottixen 
N05AH02 Ooupin 
N05AL03 TIaprid 
N05AX07 PlothipendyI 
NOSAX12 AriofM:oI 

NOSAHOJ OIafwIpin 
N05AH04 Quetiapin 
NOSAX08 RJspetidon 
N05AA02 l.eYomepromazin 

5 - 9 Jal're N05ARl) ChIofprottixen 
N05AH02 aozapin 
NOSAL03 Tlaprid 
NOSAX07 Prothipenctyi 
NOSAX12 ArionIzol 

N05AH03 OIanzapin 
NOSAHI)tI Quetiapin 
N05AX08 Ri5peridon 
NOSAA02 Levomepromazin 

10- 1.otJalYe NO.5ARl3�xen 
N05AH02 Ooupin 
NOSAI..03 Tlaprid 
N05AX07 Prothipenctyl 

NOSAH03 OIanzapin 
N05AH04 Quetiapin 
N05AX08 Ri5peridon 
NOSAA02 l.evomepromazin 

15 - 19 Jatre NOSAF03 OlIorprottiXet'l 
NOSAH02 Oozapin 
NOSAL03 T1aprid 
NOSAX07 Prothipendvl 

""""''''' 

N05AX08 Ri5peridon 
NOSAA02 Levomepromazin 

o - 4 JaITe N05ARlJ OlIorprottiXet'I 
H05AH02 Oozapin 
NOSALOJ rllprid 
NOSAX07 ProthipendyI 

"""""'" 

N05AH03 OIanzapin 
N05AH04 QueWopin 

N05AX08 R.isperidon 
NOSAA02 �n 

5 - 9 JaITe N05ARl3 ChIorprothIxen 
N05AH02 Oozapin 
NOSALOJ Tlaprid 
NOSAX07 Prothipenct,1 
NOSA.X12 Arionro:rol 

N05AH03 OIanzapin 
N05AH04 Quetiapin 
N05AX08 FU5petidon 
N05AA02 Levomepromazin 

10 • 14.latre N05AF03 OlIorprottixet'l 
NOSAH02 OozApin 
NOSAL03 T1aprid 
N05AX07 Prothipendvl 
NOSAX12 Ariof1IzoI 

N05AH03 OIanzapin 

3.866,10 

2.650,50 
4.826,05 

54.389,50 

18.479,10 

47.&49,95 
69.tlO<4,25 

151.136,25 

136.063,80 

258.011,85 
291.703,25 
273.619,60 

512.8n,00 

921,60 
3.885,30 
3.128,20 

975,30 

1.822,00 
2.247,65 

25.420,55 

13.432.30 

12.463,05 
27.527,05 
50.974,20 

55.596,65 

82.169,-40 
74.180,45 
61.970,90 

145.775,45 

300,95 

91,SO 
1.668,10 
7.931,75 

2.790,20 

3.673,35 
14.134,65 
22.495,95 

20.919,70 

43,211,65 

4.692,50 

4.604,20 
5.145,BO 

60.188,70 

22.320,70 

46.593,-40 
71.311,30 

148.262,50 

In.132,55 

295.560,50 
309.940,30 
315.519,75 

571.788,55 

921,60 
3.318,85 
3.343,55 

1.062.'fO 

3.790,45 
2.516,70 

28.479.55 

12.936,05 

18.379,25 
30.195,80 
47.693,90 

76.906,35 

89.938,75 
73.262,50 
87.703,20 

167.502,90 

969,20 

0.00 
2.285,35 
9.283,90 

1.915,00 

4.320,45 
20.307,25 
21.894,95 

23.780,85 

i-
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3.853,..0 

4.088,85 
4.338,20 

57.652,20 

20.707,75 

38.166,60 
86.199,05 

149.166,05 

218.142,90 

211.888.30 
320.663,85 
249.181.BO 

605.511,85 

1.225,25 
2.630,65 
3.457,90 

659,00 

2.5n,25 
1.443,95 

23.766,60 

9.644,50 

17.579,15 
24.0n,20 
49.981,80 

96.238,05 

76.105,80 
90.074,65 
76.642,25 

198.004,55 

597,60 

0.00 
750,55 

8.595,85 

1.919,95 

5 . .ot31,7O 
40.166,55 
22.916,25 

25.531,80 

501 

2.0"t0,30 734,00 844,00 802,00 

303,70 37 52 70 
2.317,15 122 158 190 

30.003,65 1.511 1.652 1.628 830 

11.132,50 409,00 149,00 429,00 216,00 

8.226,45 543 503 551 241 
40.029,90 1.314 1.471 2.156 1.109 
78.153,55 4.158 4.312 4.568 2.333 

101.608,15 1.859,00 2.115,00 2.532.00 1.226,00 

62.567,90 2.635 2.961 3.019 1.552 
157.705,30 5.656 6.763 7.B03 4.066 
104.586,40 5.050 5.757 5.274 2.488 

294.593,50 6.351,00 6.607,00 7.072,00 3.209,00 

225,85 12 12 21 
1.656,85 159 164 154 107 

75 2.332.95 96 99 123 

702.65 193,00 162,00 126,00 97,00 

Page 1 

27 
55 

676 

41 
93 

733 

<0 
52 

673 

4 
6 

"" 

225,00 134,00 86,00 

130 212 2S6 111 
481 579 2.ot5 

1.412 1.550 850 

728,00 923,00 516,00 

1.064 .otn 
2.030 930 
1.432 681 

2.151,00 850,00 

118 211 168 114 
58 45 57 25 

110,00 128,00 48,00 

2 0 0 
35 43 34 40 

238 263 259 116 

46,00 53,00 28,00 

58 54 94 19 
290 419 867 368 
618 666 712 359 

308,00 351,00 174,00 

430 .... 563 31S 

4.722,85 

476,00 
1.293,25 

20.305,58 

4.556,17 

49.742.00 
88.264,25 
85.696,99 

102.389,09 

168,00 
803,25 

1.147,78 

1.151,17 

32.2,00 
630,75 

9.627,60 

3.149,00 

2.387,00 
8.592,50 

21.222,60 

10.435,51 

16.086,00 
24.447,13 
20.953.82 

31.473,36 

307,00 

14,00 
"196,25 

3.316,50 

603,00 

637,00 
4.017,88 
9.382,49 

3.m.34 

8.351,00 

5.763,69 

868.00 
1.517,50 

22.899,20 

5.379,01 

57.141,00 
97.707,25 
99.935.85 

109.233,27 

168,00 
690,00 

1.260,78 

1.138,17 

4.274,50 

9.331,00 

5.284,86 

1.038,00 
1.090,00 

21.888,80 

4.425,67 

58.945,50 
110.725,75 

89.132,96 

117.198,94 

308.00 
706.50 

1.349,00 

841,34 

13.381,25 
9.964,72 

5.183,01 

10.761,00 

2.175,18 

142,50 
..... 25 

11.012,40 

2.069,17 

30.429,50 
55.170,38 
41.633,23 

54.476,89 

105,50 
420,00 
892,40 

..ag,33 

5.626,25 
4.829,40 

2.771,34 

5.788,50 
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BGKK 

QÖGIO< 

srGKK 

NQ5A/-()1 Quetiapln 
NOSAX08 Ri5per1don 
NOSAA02 l.evornep'ornHin 

15 - 19 Jahre NOSAFOJ Ollorprothb:en 
NOSAH02 Ooupln 
NOSALOJ Tiaprid 
NOSAX07 Prothipendyt 
NOSAX12 Ariorazol 

....... 
N05AE04 ZipnI$idon 
NOSAHOJ OIanapin 
N05A/-()1 Queöapin 
N05AX08 Risperidon 
NOSAA02 L.evornepromazIn 

° - 4 JalYe NOSAFOJ OlIorprothixen 
NOSAH02 Oozapin 
N05Al.DJ r ... prid 
N05AX07 PrvthipenctyI 
NOSAX12 A.r'1tImoI 

....... 
N05AE04 ZipntIIdon 
NOSAH03 04anupin 
N05AH04 Q.Jetiapin 
N05AX08 Risperidon 
NOSAA02 �n 

5 - 9 Jahre NOSAF03 Ollorprothixen 
N05AH02 Oozapin 
NOSALOJ Tlaprid 
N05AX07 ProthipendyI 
NOSAX12 AriDrazoI 

....... 
NOSAE0-4 Zipf6idon 
NOSAJ-(l3 OIanzapin 
NOSAH0-4 Quetiapin 
NOSAXOS Risperidon 
N05AA02 l..eYomepromazin 

10 - 14 Jahre NOSAF03 CNorprottixen 
N05AH02 Ooupin 
N05Al.DJ Tiaprid 
NOSAX07 � 
N05AX12 AriorazoI 

....... 
N05AE04 ZJprasidon 
NOSAHOJ OIanzapin 
N05AH04 Quetlapin 
Nl5AX08 Risperidon 
Nl5AA02 l.eYotnepromazin 

15 · 19 JaITe NOSAf03 Ollotprothlxen 
NOSAH02 Ooupin 

NOSAL03 Tiaprid 
Nl5AX07 � 
NOSAX12 ArioJnoI 

.. -
Nl5AE04 Z4n51don 
Nl5AH03 04anzapin 
NOSN-1O-4 QuetiapirJ 
NOSAX08 Risperidon 
NOSM02 l..eYornepromazn 

o . 4 Jahre NOSAf03 OlIorprothIxen 
N05AH02 00zapIn 
NOSAL03 Tiaprid 
NOSAX07 Prothipeod';1 
NOSAX12 Arior1lzol 

5 ·  9 Jahre 

10 - 14 Jatn 

15 · 19 Jatre 

o - 4 Jatn 

5 - 9  Jahre 

10 - 14Jahre 

....... 
N05AE04 Zipn:5ldon 
NOSAHJ3 OIanzapin 
NOSN-1O-4 Quetklpin 
N05AX08 Rlsperidon 
NOSAA.02 �n 
NOSAf03 OlIorprottixen 
NOSAHJ2 00zapIn 
NOSALOJ Tlaplid 
N05AXCl7 Prothipendyt 
NOSAX12 Ariorazo/ 

....... 
NOSAE04 Zipn:5ldon 
NOSAHJJ OIanzapin 
N05AH04 Q.Jetiapin 
NOSAX08 Risperidon 
N05AA02 Levomepromalin 
NOSAF03 O"IIorprothixen 
N05AH02 Oo� 
NOSALOJ Tlaprid 
NOSAX07 ProttIIpendyI 
NOSAX12 AlionIzoi 

....... 
Nl5AE04 ZiprMldon 
NOSAHOl OIanzapin 
N05AH04 Q.Jetiapin 
NOSAX08 Risperidon 
N05M.02 L.evomeprornazin 
NOSAF03 O"IioI"prottjxen 
N05AHQ2 Oozapln 
NOSALOl Tiaprid 
N05AX07 ProthipendyI 
NOSAX12 Ariorazol 

....... 
N05Af04 _ 
NOSAH03 04anzapin 
N05AH04 Quetklpin 
Nl5AX08 Risperidon 
N05AA02 �zin 
N05ARl3 ChIot-prottixen 
N05AH02 Oozapln 
NlSAL03 T.aprid 
N05AXCl7 ProthIpendofI 
NlSAX12 ArioruoI 

Su_ 
N05AE04 Z"aprMidon 
NOSAHOl 04anzapin 
Nl5AH04 Q.Jetiapin 
N05AX08 Ri5peIidon 
NOSAA02 l.evomepromaZin 
Nl5ARl3 ChIofprothixen 
Nl5AH02 Oozapin 
NlSAL03 Tiaprid 
N05AX07 Prothipendyl 
NOSAX12 ArionIzoI 

....... 
NOSAEO"t �5idon 
NOSAHOl 04anzapin 
N05AH04 Quetlapin 
NOSAX08 Rlsperidon 
NlSM02 l.eYomeprornuin 
N05AF03 ChIorprothixen 
N05AH02 Oozapin 
NOSALOl Tiaprid 
NOSAX07 PTothIpendy1 
NOSAX12 Aricnzo/ 

....... 
NOSAE04 Z4n51don 
N05AH03 OIanzapin 
NOSN-1O-4 Queöapin 
NOSAX08 Risperidon 

53.695,95 
57.348,20 

82.938,90 

242.118 05 
0,00 
0,00 

331,40 
170,30 

258,00 

75070 
0,00 
0,00 
0,00 

2.565,50 

2.813 90 
0,00 

214,90 
4.304,00 
6.520,95 

4.308,65 

15.348 50 
258,10 

4.205,50 
10.783,85 

6.518,<10 

2O.225,SO 

41.101 35 
0,00 

691,20 
1.210,15 
1.0&4,90 

345,65 

3.331 90 
0,00 
0,00 

<8,60 
3.002,55 

268,65 

3.311.80 
44,35 

291,70 
3.884,65 

12.696,00 

4.251,00 

21.18770 
6.166,10 

18.1+1,25 
22.740,85 
36.218,00 

38.134,70 

121.403 PO 
0,00 
0,00 

405,65 
833,05 

124,60 

1.3&3 30 
1.681,30 

'160,80 
383,95 

6.764,25 

274,70 

9.585,00 
2.264,50 

19.557,60 
7.709,70 

21.433,85 

15.-466,30 

H.43115 
4.577,00 

39.417,55 
<10.610,15 
45.536,80 

57.662,55 
58.692,50 

93.296,05 

287.781 25 
0,00 
0,00 

309,00 
&4,10 

62,30 

455 40 
0,00 
0,00 

15,60 
3.432,30 

207,35 

3.855 25 
0,00 

1.()43,45 
194,00 

5.830,05 

2.876,35 

10.543 85 
666,70 

10.872,10 
16.291,45 
15.369,25 

20.309,45 

83.508 95 
0,00 
0,00 

809,95 
1.03"t,75 

710,55 

2.555 25 
0,00 
0,00 

47,25 
3.598,60 

820,00 

4.465.85 
0,00 

275,35 
1.888,05 

11.911,80 

5.779,50 

11.854 70 
1.505,15 

17.192,<10 
29.800,35 
32.871,95 

39.3<10,05 

120.701 90 
0,00 
0,00 

1.000,70 
1.767,95 

115,70 

2.884 35 
741,95 
384,00 

80,00 
5.854,90 

100,05 

7.150 90 
1.585,55 

13.152,10 
5.897,30 

20.857,10 

20.808,70 

&2.300 75 
4.093,50 

41.206,85 
38.795,25 
58.229,90 
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65.060,70 
45.738,90 

84.998,05 

242.048 10 
0,00 

28,75 
715,90 
109,05 

44,SO 

89820 
0,00 
0,00 
0,00 

3.342,"t5 

101,00 

3.443 5 
266,10 
900,85 
922,<10 

7.517,70 

6.012,90 

15.819 es 
537,65 

4.506,00 
9.372,95 
5.746,65 

26.106,20 

46.20.45 
0,00 

482,65 
1.918,30 

718,55 

495,75 

3.&15 25 
537,65 
499,70 
118,65 

4.9:)8,<10 

540,75 

8.505 15 
129,05 
399,25 

4.984,80 
10.691,65 

6.013,30 

22.21805 
6.37"t,90 
9.723,45 

37.250,55 
25.762,70 

'16.785,80 

125.897,40 
0,00 
0,00 

1.657,70 
2.272,05 

240,60 

4.170 35 
0,00 

117,10 
590,<10 

4.933,90 

415,60 

8.057 00 
1.821,00 

10.827,25 
5.341,20 

22.102,50 

19.098,60 

59.110 55 
8.546,35 

33.530,75 
38.302,10 
37.167,55 

31.837,65 1.066 1.2"10 1.493 779 
15.767,65 828 869 811 368 

"8.147,75 1.014,00 974,00 941,00 524,00 

110.700 25 3.384 3.851 3.855 2.012 
0,00 0 0 0 

17,20 1 
304,85 19 17 25 15 

23,70 7 

17,8) SO,OO 14,00 10,00 4,00 

363 55 78 35 42 21 
0,00 0 ° 
0,00 0 ° 
0,00 0 1 ° ° 

1.070,"t5 53 94 103 36 

35,35 6,00 27,00 20,00 7,00 

1.105.80 59 122 123 43 
221,75 ° 
297,75 2 10 
485,55 63 12 16 15 

4.025,40 130 114 166 100 

2.400,70 35,00 26,00 49,00 19,00 

7.431 15 230 1&2 24& 147 
136,20 2 5 

1.331,20 '16 93 73 32 
3.602,25 1&4 268 216 89 
2.351,60 118 174 123 63 

7.386,75 203,00 208,00 318,00 102,00 

14.aoa.oo 553 748 734 287 
0,00 ° 0 0 0 

353,40 9 0 14 20 
1.137,00 62 45 101 57 

524,75 33 39 25 19 

267,70 n,oo 151,00 111,00 59,00 

2.282.85 181 235 251 155 
544,80 ° ° 4 

0,00 ° ° 12 0 
268,80 2 12 

1.883,00 96 107 132 52 

140,45 

2.837 05 
0,00 

194,55 
3.9:)8,50 
5.569,50 

610,70 

10.283 25 
"t.648,55 
1.972,60 

16.284,75 
11.794,00 

24.885,05 

59.584 9S 
0,00 

139,20 
n3,35 

1.141,10 

97,90 

2.151 55 
0,00 

46,65 
108,00 

3.132,25 

365,65 

3.85 55 
1.600,95 
1.628,10 
3.431,05 
9.498,85 

8.&46,60 

25.005 55 
2.902,10 

12.608,70 
18.482,95 
11.718,35 

Pa9t' 2 

38,00 

13. 
1 
3 

68 
312 

163,00 

007 
45 

201 
426 
823 

748,00 

2.249 
° 
° 

19 
25 

28,00 

72 
36 

6 
15 

186 

40,00 

283 

210 
165 
598 

221,00 

1.218 
41 

442 
901 
140 

28,00 

136 
° 
4 

59 
396 

199,00 

.58 
18 

180 
640 
815 

728,00 

2.381 
° 
° 

61 
56 

26,00 

143 
11 

5 

154 

11,00 

185 
26 

129 
141 
591 

228,00 

1.127 
31 

426 
939 
886 

55,00 

207 
1 
1 

146 
369 

192,00 

715 
49 

141 
922 
151 

760,00 

2.523 
° 
° 

106 
53 

39,00 

1.8 
° 
2 

26 
140 

17,00 

185 
14 

133 
165 
611 

263,00 

1.252 
13 

484 
912 
159 

23,00 

11 
° 
1 

136 
182 

71,00 

... 

63 
439 
J.44 

368,00 

1.248 
° 
1 

SO 
35 

22,00 

114 

85 

10,00 

103 
11 
46 
88 

m 

91,00 

51' 
24 

311 
S40 
341 

15.395,00 
15.061,02 

17.539,85 

57.340 37 
0,00 
0,00 

93,75 
84,00 

228,00 

405 75 
0,00 
0,00 
0,00 

761,60 

26,67 

788 27 
0,00 

42,00 
1.380,00 
2.274,00 

649,33 

4.345 33 
28,00 

198,00 
3.695,00 
1.938,96 

3.287,67 

1.74743 
0,00 

126,00 
319,50 
471,20 

493,34 

1.410 04 
0,00 
0,00 
1,SO 

1.066,80 

249,83 

1.324 13 
1,SO 

56,00 
1.063,75 
4.881,80 

1.707,83 

7.71 .... 
1.218,00 
3.437,00 
6.718,25 

12.457,62 

9.021,34 

32.862..22 
0,00 
0,00 

71,25 
322,40 

186,67 

580 32 
276,50 

84,00 
53,75 

2.514,00 

238,SO 

3.18875 
299,00 

3.724,00 
2.050,63 
8.357,40 

3.381,00 

17.812.03 
824,50 

7.448,00 
11,422,25 
12.109,27 

17.922,00 
15.&46,89 

17.899,01 

52.714.40 
0,00 
0,00 

86,25 
42,00 

93,33 

22158 
0,00 
0,00 
3,75 

l.lG4,80 

101,00 

1.209 55 
0,00 

203,00 
272,50 

2.020,80 

+13,67 

2.130 17 
112,00 

2.163,00 
5.522,88 
3.233,38 

3.313,34 

14.344 SI 
0,00 
0,00 

225,00 
'160,00 

1.012,00 

1.07 00 
0,00 
0,00 

15,00 
1.167,20 

367,17 

1.549 37 
0,00 

49,00 
457,88 

4.691,40 

1.879,83 

7.078 11 
278,50 

3.311,00 
9.256,50 

13.256,10 

8.848,18 

34.950,28 
0,00 
0,00 

213,13 
649,20 

173,33 

1.035 oe 
102,00 

70,00 
15,00 

2.298,40 

99,67 

1.585 07 
255,50 

2.548,00 
1.538,75 
8.463,60 

3.229,50 

15.035 35 
616,00 

7.910,00 
11.146,00 
15.318,76 

22.272,75 
14.115,<10 

16.916,85 

".11 • .00 
0,00 

14,00 
247,50 

56,00 

66,67 

384 17 
0,00 
0,00 
0,00 

1.0n,60 

53,33 

1.130 t3 
45,00 

217,00 
360,00 

2.727,60 

856,33 

4.20593 
98,00 

1.395,00 
3.241,00 
2.317,36 

5.155,67 

12.207.04 
0,00 

232,00 
573,75 
346,00 

728,00 

1.879 75 
98,00 

126,00 
41,25 

1.&12,60 

601,50 

2.509 35 
14,00 

154,00 
1.489,13 
4.349,00 

1.768,00 

7.174 13 
1.296,50 
2.840,00 

12.765,13 
11.436,58 

9.967,68 

38.305'" 
0,00 
0,00 

435,63 
160,40 

262,67 

1.458 0 
0,00 

60,00 
165,00 

1.800,60 

123,33 

2.14893 
224,00 

2.756,50 
1.555,38 
9.231,20 

3.868,34 

17.83541 
1.554,50 
9.437,50 

12.689,75 
12.387,62 

10.929,13 
6.J3O,7J 

9.307,01 

32.102,37 
0,00 
1,00 

93,75 
6,00 

26,67 

133.42 
0,00 
0,00 
0,00 

<00,80 

18,67 

411,47 
37,50 

147,00 
150,00 

1."t78,40 

345,33 

2.158 23 
28,00 

696,00 
1.265,00 
1.080,29 

1.9:)8,67 

4.917 96 
0,00 

142,00 
354,38 
214,00 

387,00 

1.01738 
112,00 

0,00 
45,00 

648,40 

176,83 

0,00 
98,00 

1.186,63 
2.210,80 

759,67 

4.255'" 
1.008,00 

970,00 
5.597,50 
5.270,60 

5.055,50 

17.901 GO 
0,00 

63,00 
198,75 
444,80 

146,67 

853 22 
0,00 

21,00 
20,00 

1.074,60 

65,33 

1.18093 
192,50 
805,00 

1.135,00 
3.678,00 

1.366,17 

7.178 &7 
+12,50 

6.236,00 
5.856,63 
5.475,51 
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TGKK 

N05AA02 I...evorneproman 
15 • 19 JaIYe NOSAFOJ O'IIorp<'Otl-i...., 

N05AH02 Clozapin 
NOSALOJ r� 
N05AX07 Prothipendyl 
N05AX12 ArionI%oI 

....... 
N05AE04 Zipnlsldon 
NOSAHOJ Qlanzapin 

N05AH04 Queöapin 

NOSAX08 RispericIon 
N05AA02 l.evomepromazin 

o . 4 Jahre NOSAF03 O\k)rprottixtl'l 
N05AH02 aozapin 
NOSALDJ TIaprid 
NOSAX07 ProtnIpendyI 
NOSAX12 Ariormol 

....... 
N05AE04 �don 
NOSAHOJ OIanzapin 

N05AH04 Quetiapin 

NOSAX08 R.l$peridon 
N05AA02 Levomepromazin 

5 • 9 Jahre NOSAF03 OlIorprottiXtl'l 
N05AH02 Oozapin 
NOSALDJ rlaprid 
N05AX07 ProthipeM,-1 
NOSAX12 Anonzol 

....... 
N05AE04 Ziprasidon 
N05AH03 OIanzapin 
N05AH04 Quetiapin 
NOSAX08 R.l$peridon 
NOSAA02 I..evomepromazin 

10 · 14 .Ja1Te NOSAF03 �XtI'I 
N05AH02 Ooz..pin 
NOSALD3 rlaprid 
N05AX07 Prothipendyl 
NOSAX12 ArmrazoI 

....... 
NOSAE04 Zipnt5idon 
N05AH03 OIanapin 
NCl5At04 Quetiapin 
NOSAX08 Ri5pefidon 
NOSAA02 I...evorneproman 

15 · 19 Jahre NClSAFOJ O'IIorprothIXtI'I 
N05AH02 Oozapin 
NOSALDJ rlaprid 
N05AX07 � 
NOSAX12 AriDrRoI 

....... 
N05AE04 ZiprMidon 
NOSAHOJ OIanzapin 

N05AH04 Quetiapin 

N05AX08 """"""" 
NOSAA02 lI:vomepromazin 

o . 4 Jahre NOSAF03 O1Iorprothixfn 
NOSAH02 Oozapin 
N05Al.OJ rlaprid 
NOSAX07 Prothipeodyt 
N05AX12 AIiomtII 

....... 
N05AE04 ZlprasIdon 
NOSAH03 OIanzapin 

NOSAH04 QuetiBpin 

NOSAX08 Risperidon 
N05AA02 L.evomepromazin 

5 • 9 Jahre NOSAF03 CNorprottixfn 
NOSAHl2 Oozapln 
NOSAL03 TIaprid 
NOSAX07 Prothipendyl 
N05AX12 ArionIlQI 

....... 
N05AE04 Zipfnldon 
NOSAHlJ OIanzapin 
NOSAH04 Quetiapin 
NOSAX08 R.l$peridon 
NOSAA02 l.eYornepromI.zin 

10 · 14 .Ja� N05AF03 ChIorprottixfn 
NOSAH02 Oozapin 
NOSALOJ rlaprid 
N05AX07 Prothipendyt 
N05AX12 ArIorazoI 

....... 
NOSAE01 ZipfasIdon 
NOSAHlJ OIanzapin 
NOSN-04 Qoetiapin 
NOSAX08 FI.isperidon 
NOSAA02 Levomepromazin 

15 - 19 .Jahre N05Af03 ChIorprothIXfn 
NOSAH02 Oozapin 
NOSALDJ rlaprid 
NOSAX07 Prothipendyl 
NOSAX12 Arknzoi 

....... 
N05AE04 Zlprasidon 
NOSAH03 OIanzapin 
NOSAH01 Quetiapin 
NOSAX08 R.isperidon 
NOSAA02 l..evomeprom.uin 

o . 4 Jahre NOSAF03 O\Iorprott1iXfn 
NOSAH02 Oozapin 
N05Al..OJ rlaprid 
N05AX07 Prothipeody1 
NOSAX12 AriorazoI 

....... 
N05AE04 ZiprasIdon 
N05AH03 OIanzapin 

N05AH04 Quetiapin 
NOSAX08 R.l$peridon 
NOSAA02 levomepromazIn 

5 • 9 Jahre NOSAF03 Ollofprottixen 
N05AH02 Ooupin 
NOSAL03 Tlaprid 
N05AX07 Prothipendy1 
N05AX12 � 

....... 
N05AE04 Zipfnidon 
NOSAH03 OIanzapin 

N05AH04 Quetiapin 
NOSAX08 Rlsperidon 
NOSAA02 lI:vomepromazin 

10 · 14 Jahre NOSAfOJ Ollorpfothixen 
N05AH02 CIoupin 
N05AL03 rlaprid 
N05AX07 Proti'IIpenctyi 
NOSAX12 AriofazoI 

....... 
N05Af04 Zipruidon 
NOSAH03 OIanzapin 

NOSAH04 Quetiapin 

NOSAX08 Risperidon 
NOSAA02 �n 

15 • 19 Jatn NOSAf03 ChIorprothiXfn 
NOSAH02 Ooupln 
N05Al..03 Tlaprid 
N05AX07 Prottdpendyl 
N05AX12 MDr1Izoi 

61.302,80 

191.444 30 
0,00 
0,00 

101,55 
538,45 

164,55 

804 55 
0,00 

138,10 
79,05 

2.142,45 

802,25 

3.161.85 
0,00 

1.427,35 
552,SO 

9.490,40 

12.889,05 

24.351 30 
6.227,75 

20.939,05 
13.119,55 
22.567,SO 

32.n2,90 

16.2M 75 
0,00 
0,00 

208,40 
162,25 

26,70 

397 35 
0,00 
0,00 
0,00 

1.631,05 

641,10 

1.278,45 
912,30 
153,60 
102,20 

1.055,35 

154,85 

8.97830 
1.483,90 
6.116,10 
9.201,15 

10.324,90 

11.125,10 

38.91835 
0,00 

1.022,85 
506,75 

1.110,15 

137,95 

1.77770 
0,00 
0,00 
0,00 

1.410,SO 

0,00 

1.41050 
1.529,10 

0,00 
919,75 

4.797,00 

5.119,10 

12.42. 15 
5.609,45 

12.477,65 
17.495,15 

6.684,35 

25.599,70 

62.n4,45 

205.QH il5 
0,00 
0,00 

664,25 
1.476,SO 

131,30 

2.272,05 
0,00 

45,75 
57,..0 

2.266,10 

4.554,80 

6.124 65 
1.483,90 

153,60 
494,05 

10.581,75 

15.425,55 

28.138.85 
4.231,55 

12.704,10 
14.121,10 
18.013,85 

58.691,00 

108.374 20 
0,00 
0,00 

55,85 
386,85 

SO,15 

4.2.85 
0,00 
0,00 
0,00 

1.485,20 

181,00 

1.26. 20 
0,00 
0,00 

1.787,00 
6.114,80 

3.712,35 

11.674 15 
946,25 

11.847,00 
10.890,SO 

8.921,85 

11.115,SO 

44.32110 
258,10 

2.248,35 
1.085,70 

5n,10 

231,10 

4.400 65 
645,25 

0,00 
135,95 

1.453,10 

86,05 

1.32035 
1.207,95 

0,00 
2.229,15 
4.343,45 

8.837,75 

16.61890 
8.891,05 

15.848,60 
16.354,35 

6.813,85 

26.816,15 

Frage 2 2010.2013 UU 

64.496,85 

181.043 eo 
0,00 

389,05 
533,45 
570,20 

207,SO 

1.700 20 
0,00 

14,10 
2416,..0 

3.544,15 

3.580,05 

7.384 70 
0,00 

4n,90 
1.299,35 

10.073,SO 

21.585,85 

33.43650 
2.196,10 
8.803,00 

13.085,35 
16.952,75 

58.720,45 

99.757 il5 
0,00 
0,00 

162,10 
115,25 

143,05 

420AO 
0,00 
0,00 

54,40 
411,90 

1.591,45 

1.063 75 
0,00 

86,15 
2.156,80 
6.013,85 

9.314,20 

17.571 00 
795,15 

4.353,65 
10.599,30 

6.822,80 

11.750,10 

34.322,20 
0,00 

1.072,SO 
139,30 
889,55 

187,..0 

1.888 75 
917,65 
803,90 

0,00 
1.700,35 

*i6,95 

3,".'" 
1.887,50 

133,80 
1.205,90 
3.551,05 

5.062,85 

11.841 10 
6.283,80 
4.013,85 

10.924,65 
8.865,85 

22.058,60 

31.901,90 133,00 194,00 

80.620.00 10M3 3.076 
0,00 ° ° 
0,00 0 0 

<M6,1S 6 30 
170,SO 22 34 

92,90 38,00 26,00 

71015 66 IM) 
0,00 
0,00 

134,10 1 1 
2.304,15 63 69 

2.278,10 8,00 48,00 

4.71725 73 111 
129,05 0 11 
301,20 19 2 
610,75 23 25 

5.564,45 281 337 

12.S01,SO 115,00 184,00 

11.106 95 504 559 
136,20 48 32 

2.017,15 201 136 
6.527,05 332 381 
6.006,80 S02 414 

27.380,15 433,00 606,00 

42.067 35 1.522 1.56il 
0,00 0 0 
0,00 

253,60 
111,15 16 

73,15 6,00 12,00 

438 so 19 29 
0,00 0 0 
0,00 0 0 
0,00 0 0 

328,35 68 67 

0,00 23,00 22,00 

32835 91 n 
0,00 7 0 
0,00 2 0 

134,10 10 49 
2.119,30 164 167 

3.616,25 30,00 66,00 

6.529 95 213 282 
0,00 11 

2.373,10 83 139 
1.111,20 193 264 
4.151,90 234 212 

7.756,60 195,00 171,00 

21.399 10 716 7C13 
0,00 0 2 

355,60 21 41 
529,55 26 38 
262,65 32 21 

91,80 31,00 52,00 

1.238 eo 110 154 
0,00 0 5 

114,30 0 0 
0,00 0 2 

1.110,40 37 38 

15,15 0,00 4,00 

1.359)15 37 49 
1.121,35 13 9 

167,10 0 0 
1.024,05 25 89 
1.579,30 156 129 

5SO,55 63,00 90,00 

4.442,.65 257 317 
1.329,85 42 67 
1.093,35 135 151 
7.115,40 335 3n 
4.020,50 18 141 

12.153,45 317,00 335,00 

Page 3 

817,00 

3.105 
° 
8 

29 
20 

44,00 

101 

11 
86 

34,00 

132 
° 

10 
58 

312 

231,00 

617 
18 

130 
""" 
<06 

612,00 

l.se6 

33,00 

46 
° 
° 
3 

17 

20,00 

40 

47 
m 

92,00 

317 
6 

70 
280 
152 

198,00 

706 
° 

29 
41 
38 

42,00 

150 

14 
° 

40 

8,00 

.. 
24 

3 
49 

113 

49,00 

» • 
48 
58 

345 
252 

303,00 

388,00 

1.004 
° 
° 

22 
7 

20,00 

.. 

43 

24,00 

73 

31 
161 

141,00 

343 
1 

52 
185 
158 

253,00 

... 

17,00 

° 
° 
° 

15 

0,00 

15 

4 
78 

33,00 

115 

61 
202 
102 

92,00 

457 
° 

15 
3S 

9 

18,00 

77 
° 
6 
° 

32 

3,00 

41 
17 

42 
59 

10,00 

132 
10 
32 

236 
114 

141,00 

11.808,35 

43.612.,36 
0,00 
0,00 

22,SO 
220,00 

224,17 

<M667 
0,00 

28,00 
22,SO 

n5,20 

58,61 

... 37 
0,00 

259,00 
126,25 

3.930,10 

2.182,84 

6.498 9 
959,SO 

4.088,00 
3.622,00 
8.120,68 

6.138,17 

22.928 35 
0,00 
0,00 

56,25 
80,00 

40,00 

17625 
0,00 
0,00 
0,00 

575,SO 

114,17 

68167 
126,00 

28,00 
243,75 

2.534,80 

111,17 

3.103 72 
280,00 

1.120,00 
2.798,63 
3.125,29 

2.-119,SO 

10.343,42 
0,00 

161,00 
91,50 

386,40 

206,67 

851 57 
0,00 
0,00 
0,00 

468,00 

0,00 

... 00 
211,00 

0,00 
255,00 

1.866,00 

1.035,83 

3.367 83 
980,00 

2.373,00 
5.265,25 
1.-154,-19 

4.673,34 

12.127,68 

47.118,44 
0,00 
0,00 

120,63 
489,67 

163,33 

77363 
0,00 
7,00 

22,SO 
814,00 

111,SO 

1.615.00 
280,00 

28,00 
128,13 

4.532,00 

2.533,84 

7.S01 96 
700,00 

2.422,00 
4.496,63 
6.751,21 

10.230,68 

24.600 52 
0,00 
0,00 

15,00 
184,00 

59,17 

258 17 
0,00 
0,00 
0,00 

520,00 

109,17 

62.9 17 
0,00 
0,00 

4SO,38 
2.211,60 

790,33 

3.452,31 
182,00 

2.219,00 
3.181,63 
3.565,33 

2.142,&1 

11.210 79 
28,00 

371,00 
288,75 
214,00 

346,67 

1.308 42 
70,00 

0,00 
45,00 

529,60 

21,33 

665113 
238,00 

0,00 
495,00 

1.756,00 

1.620,67 

4.109 67 
1.386,00 
3.066,00 
5.188,25 
1.886,02 

4.131,84 

12.645,18 

48.71455 
0,00 

112,00 
142,88 
262,00 

285,83 

602.71 
0,00 
5,00 

41,25 
1.208,80 

575,SO 

1.&30 55 
0,00 

121,00 
371,25 

4.082,80 

3.333,51 

7.908 56 
323,00 

2.792,,50 
4.142,SO 
6.893,67 

10.486,01 

24.637 68 
0,00 
0,00 

48,75 
60,00 

110,00 

27875 
0,00 
0,00 
8,75 

184,00 

43,33 

» ..... 
0,00 

28,00 
716,25 

2.148,20 

1.346,61 

4.231 12 
126,00 

1.318,SO 
3.668,25 
2.401,35 

2.564,00 

10.078 10 
0,00 

225,75 
217,88 
368,00 

217,50 

1.081 13 
126,00 
196,00 

0,00 
603,60 

24,00 

... 60 
378,50 

43,00 
290,00 

1.625,20 

937,00 

3.273 70 
868,00 

1.207,00 
3.103,25 
3.566,58 

5.069,34 

6.287,34 

24.217 18 
0,00 
0,00 

142,SO 
65,20 

130,83 

33853 
0,00 
0,00 

22,SO 
738,00 

367,SO 

1.128 00 
14,00 

147,00 
155,00 

2.041,60 

2.053,00 

4.416 eo 
28,00 

1.035,SO 
2.023,13 
2.587,SO 

4.487,51 

10.161 .3 
0,00 
0,00 

90,00 
47,00 

71,67 

20867 
0,00 
0,00 
0,00 

142,00 

0,00 

142.00 
0,00 
0,00 

48,15 
1.062,60 

351,33 

1.462," 
0,00 

1.351,00 
2.427,88 
1.609,22 

1.419,84 

6.80793 
0,00 

161,00 
131,25 
109,20 

112,50 

513 95 
0,00 

84,00 
0,00 

441,20 

8,00 

533 20 
209,SO 

84,00 
2n,SO 
704,40 

96,00 

1.37 1 40 
238,00 
555,00 

2.414,00 
1.812,00 

2.485,00 
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VGKK 

VAES 

....... 
N05AE04 Zlpruidon 
NOSAHOJ �pin 
N05AH04 Quetiapin 

NOSAX08 R.isperidon 
N05AA02 LevomepromazIn 

o - "latn NOSA.RJ3 OlIorpn:Jthixen 
NOSAH02 CIolapin 
N05ALOJ T1aprid 
r«>5AX07 Prot:hipendy1 
NOSAX12 AriornoI .. -
N05Af0.4 Zipmidon 
NOSAH03 OLanzapin 
N05AH04 Qufmpln 

N05AX08 RJ5peridon 
NOSAA02 L..evomeprorna:n 

5 - 9 Jal're NOSAF03 O!Iorpn:Ithixen 
N05AH02 Ooapln 
N05AUJ3 T.aprid 
NOSAX07 Prothipeody1 
N05AX12 AnorazoI ....... 
N05Af0.4 Ziprasidon 
NOSAt-Kl3 OIanzapin 
N05AH04 Quetillpin 
NOSAXOS Rlsperidon 
N05AA02 Levornepromazin 

10 - 14 Jatn NOSAF03 O'IIorprottVxen 
N05AH02 Oozapin 
N05AUJ3 T.aprid 
N05AX07 ProthipendyI 
N05AX12 AriDrazol ....... 
N05AE04 ZJpr.idon 
NOSAH03 OIanzapin 
N05AH04 Qufmpln 
NOSAXOS Risperidon 
NOSAA02 LevomepromazIn 

15 - 19 Jatre: NOSAF03 OlIofprothiXt!fl 
NOSAH02 Oozapin 
NOSAI..03 TIaprid 
N05AX07 Prothipen6fl 
NOSAX12 AnorazoI ....... 
NOSAID4 ZipfMidon 
NOSAH03 OIanziipin 
N05AH)4 Qufmpln 
NOSAXOS R.i5peridon 
NOSAA02 L.evorneprormozin 

o - 4 JaITe N05AF03 O'IIorptottixen 
N05AH02 Oozapln 
NOSAI..03 Tlapid 
N05AX07 Prothipeoa,i 
NOSAX12 � 

....... 
N05Af0.4 ZJpr.idon 
N05AH03 OIanzapin 
N05AHG4 Qufmpln 
N05AX08 Ris.peridon 
NOSAA02 l.ewmepromazln 

5 - 9 Jatre: N05AF03 OlIorprottixen 
N05AH02 aoapin 
N05AlO3 TIaprid 
N05AX07 ProthipendyI 
NOSAX12 AriofnoI 

N05AE04 � 
N05AH03 OIanzapin 
N05AHG4 Quetiapin 
N05AX08 Ri5peridoo 
NOSM02 l.evomepromazln 

10 - 14 JaIYe NOSAF03 CNorprnlHxen 
NOSAH02 Oozapin 
NOSALD3 TIaIßl 
N05AX07 PrvthipendyI 
NOSAX12 ArIotatoI 

....... 
N05AE04 Zlpr1I$idon 
N05AH03 OIanzapin 
N05AH04 Quetiapin 
N05AX08 _ 
NOSAA02 leYomepromazin 

15 - 19 Jalye NOSAF03 OlIofprottixen 
N05AH02 Cloupln 
N05AlO3 TiIIprid 
NOSAX07 ProthipendvI 
NOSAX12 AriorIIzoI .. -
N05Af04 ZipröIdoo 
NOSAH03 OIanzapIn 
N05AH04 Queöapin 
N05AX08 R.i5peridon 
NOSAA02 L..evomeprorna:n 

o - 4 Jatre: NOSAF03 OlIoI'prottIIxen 
N05AH02 Oozapin 
NOSAL03 Tlaprid 
N05AX07 Prothipenctyl 
NOSAX12 AriorazoI ....... 
N05Af04 Zlpmidon 
N05AH03 OIanzapin 
NOSAH04 Quetiapin 
N05AX08 Risperidon 
NOSAA02 Levorneprornazin 

5 - 9 Jatre: NOSAF03 Ollorprothlxtll'l 
NOSAH02 Oozapln 
NOSAI..03 T.aprid 
N05AX07 F'Tmhipendy1 
NOSAX12 AriDnlzoI .. -
N05Af0.4 Zipfuidon 
N05.AH03 OIIInzapin 
N05AH04 Qufmpin 
NOSAXOS Ri5peridoo 
NOSAA02 l..eYomeprom&zin 

10 - 14 Ja/Ye N05AF03 OlIorprothIxen 
N05A1"m Ooapin 
NOSAI..03 T.aprid 
NOSAX07 Prolhipendyl 
NOSAX12 AriDnlzoI ... -
NOSAE04 Zipnlsidon 
NOSAH03 OIanzapin 
NOSAH04 Quetlapirl 
NOSAXOS Rlsperidon 
NOSAA02 l.eYomepromazin 

15 - 19 Jatre N05AF03 ChIo�xen 
N05.AH02 aozapln 
N05AL03 TIaprid 
NOSAX07 Prolhipendyl 
NOSAX12 AnonIzoi ....... 
NOSAEO<f Ziprasldon 
N05AH03 OIMwIpin 
N05AH04 Quetlapln 
N05AX08 Rl5peridon 

67.866 30 
0,00 

138,10 
99,90 

529,75 

111,25 

87e oo 
0,00 

138,10 
65,40 

1.607,35 

57,60 

1.868 45 
0,00 
0,00 

1.869,15 
2.233,00 

279,70 

4 . .)81.85 
1.935,75 
1.302,15 

13.031,60 
3.632,30 

14.659,10 

34.581 20 
0,00 
0,00 

506,75 
237,90 

48,95 

70. 60 
0,00 
0,00 

57,55 
77,10 

23,15 

157.80 
0,00 
0,00 

221,40 
827,70 

723,95 

1.773,05 
276,00 
230,'10 
708,35 
196,"10 

2.419,80 

3.830 95 
0,00 

1.225,SO 
S02,70 

1.032,65 

225,45 

2..V8530 
0,00 
0,00 
0,00 

222,25 

0,00 

222,25 
0,00 

368,SO 
3.114,75 
1.639,05 

2.810,75 

7.933.05 
4.288,75 
7.762,35 
6.969,35 

10.710,60 

8.263,70 

37.994 75 
0,00 

183,00 
1.691,35 

833,05 

7'.784,00 
0,00 
0,00 

60,'10 
534,95 

209,15 

.... SO 
0,00 
0,00 

58,25 
1.444,50 

62,50 

1.565 25 
1.135,40 

0,00 
3.274,20 
2.031,30 

281,60 

6.722.50 
630,05 

5.853,75 
17.681,85 
5.469,45 

12.622.95 

'2.258,05 
0,00 
0,00 

22O,SO 
213,50 

129,65 

55355 
0,00 

384,00 
0,00 

363,95 

115,75 

85370 
0,00 

76,80 
0,00 

1.152,70 

329,30 

1.55880 
0,00 

2308,80 
685,85 
537,60 

2.148,25 

5.68050 
0,00 
0,00 

1.074,20 
1.362,70 

155,SO 

2.U2,4O 
0,00 
0,00 
0,00 

317,80 

0,00 

.17'" 
0,00 

153,60 
324,90 

2.798,75 

1.583,40 

4.850 65 
2.190,45 
3.498,90 
6.334,90 
8 . .582,20 

10.446,05 

31.052,.50 
0,00 

1.884,75 
2.465,20 
3.322,45 

Fr(lge 2 2010-2013 IHJ 

52.146 75 
0,00 
0,00 

260,15 
608,95 

253,65 

1.121,15 
0,00 
0,00 

314,50 
2.502,25 

257,10 

',073,85 
1.014,35 

0,00 
1.636,30 
2.923,90 

5.571,90 

11.140 5 
44,35 

2.517,45 
11.757,65 

2.622,75 

20.824,70 

37.766 90 
0,00 
0,00 

416,05 
121,50 

53,40 

no 95 
0,00 
0,00 
0,00 

224,95 

69,45 

... .. 
0,00 

387,60 
22,'10 

1.338,30 

770,20 

2..518 50 
0,00 

1.702,"10 
1.046,35 

398,05 

2.873,70 

5.020 50 
0,00 

145,75 
1.993,35 
1.201,95 

167,40 

3.508 45 
0,00 
0,00 

22,"" 
455,05 

5,05 

412,SO 
In,40 

76,80 
246,80 

1.605,35 

1.951,95 

4.05830 
267,05 

2.608,95 
2.370,55 
5.383,35 

9.199,05 

19.828 95 
0,00 

914,00 
2.110,20 

721,85 

26.312,55 907 1.077 1.006 533 
0,00 
0,00 

62,40 17 
122,40 18 21 30 

66,75 25,00 4',00 57,00 15,00 

251 55 48 71 104 28 
0,00 0 0 0 0 
0,00 1 0 0 

383,20 3 1 17 13 
912, 15 34 38 71 33 

"11,75 7,00 1"1,00 27,00 8,00 

1.337 10 45 53 115 54 
0,00 10 13 0 
0,00 0 0 

1.846,90 67 79 59 &4 
1.716,45 78 70 108 49 

1.35"1,20 21,00 19,00 55,00 17,00 

4.V1755 155 178 235 150 
0,00 15 5 1 

1.200,05 15 59 53 32 
5.239,15 287 435 334 181 
1.542,80 93 76 80 53 

12.078,85 171,00 140,00 230,00 110,00 

20.060,85 581 715 M8 375 
0,00 0 0 0 
0,00 0 0 0 

410,65 24 15 15 
0,00 8 6 

0,00 11,00 29,00 12,00 0,00 

410 55 42 52 33 
0,00 0 0 0 
0,00 0 0 
0,00 0 

151,65 

0,00 1,00 5,00 3,00 0,00 

15155 15 
0,00 0 

141,80 0 1 4 
60,40 9 0 3 

645,70 23 36 51 21 

413,40 1"1,00 10,00 19,00 6,00 

1.251 30 48 47 77 34 
0,00 2 0 0 0 

239,SO 3 23 18 5 
928,95 11 16 37 27 
203,70 6 16 11 8 

2344,"10 20,00 20,00 29,00 37,00 

3.715 55 42 75 95 77 
0,00 0 0 0 
0,00 20 0 5 0 

1.124,40 23 48 94 .58 
660,55 26 50 55 26 

53,40 43,00 22,00 24,00 12,00 

1.838 35 112 120 178 95 
0,00 0 0 0 0 
0,00 0 0 0 0 
0,00 0 0 1 

200,90 9 16 10 

517,60 0,00 0,00 1,00 4,00 

71850 15 12 
0,00 
0,00 4 1 

15,60 48 15 11 1 
581,90 45 90 59 25 

546,00 76,00 67,00 82,00 38,00 

1.143 50 173 174 157 64 
948,05 32 13 2 7 
944,40 &4 32 "10 26 
636,15 127 115 76 23 

1.149,70 118 105 88 26 

5.S64,SO 104,00 137,00 118,00 58,00 

9.242,80 405 402 324 140 
0,00 0 0 0 

1"5,25 4 23 16 5 
947,30 82 120 164 61 
485,00 27 38 34 16 

14.746.0& 
0,00 

28,00 
15,00 

210,00 

166,67 

41867 
0,00 

28,00 
11,25 

507,78 

81,67 

628 60 
0,00 
0,00 

"'10,00 
957,60 

170,17 

1.537 77 
210,00 
215,00 

".295,38 
1.405,59 

2.490,50 

1,"."'7 
0,00 
0,00 

112,50 
75,60 

73,33 

251 3 
0,00 
0,00 

22,SO 
36,00 

13,33 

71.8. 
0,00 
0,00 

33,75 
257,60 

168,33 

459 58 
84,00 
42,00 

217,50 
120,00 

371,33 

...... 
0,00 

210,00 
153,75 
373,89 

314,33 

1.051 97 
0,00 
0,00 
0,00 

86,00 

0,00 

",00 
0,00 

70,00 
1.068,75 

664,00 

U>67,33 

2.870 08 
812,00 

1.4n,00 
1.990,00 
2.393,06 

1.793,83 

"41''''. 
0,00 

28,00 
412,50 
311,89 

16.258 11 
0,00 
0,00 
8,75 

236,00 

313,33 

551 08 
0,00 
0,00 

30,00 
<60,00 

78,33 

56833 
155,00 

0,00 
1.112,50 

791,20 

187,83 

2.245 53 
147,50 

1.134,00 
6.043,50 
1.365,87 

2.239,67 

10.n0 53 
0,00 
0,00 

56,25 
101,60 

189,33 

347 18 
0,00 

70,00 
0,00 

106,00 

66,67 

242,.87 
0,00 

14,00 
0,00 

424,80 

137,33 

575 13 
0,00 

..... ,00 
221,25 
210,00 

384,33 

1.25358 
0,00 
0,00 

289,13 
578,00 

In,33 

, .... ,... 
0,00 
0,00 
0,00 

144,00 

0,00 

'44,00 
0,00 

28,00 
53,75 

1.313,60 

746,33 

2..14168 
.... ,00 
686,00 

2.080,00 
2.386,59 

2.250,67 

8.047 25 
0,00 

3SO,OO 
622,SO 
551,73 

14.414 115 
0.00 
0.00 

67,50 
255,20 

380,00 

702.70 
0,00 
0,00 

75,00 
795,00 

170,50 

1.040 50 
1.58,00 

0,00 
"117,50 

1.128,"10 

564,33 

2.258 23 
7,SO 

905,00 
4.195,63 
1.081.80 

3.953,00 

10.142.93 
0,00 
0,00 

127,50 
61,20 

80,00 

258 70 
0,00 
0,00 
0,00 

144,00 

'10,00 

'14'" 
0,00 

84,00 
3,75 

662,40 

211,17 

95132 
0,00 

392,00 
373,75 
183,20 

523,67 

1.472,52 
0,00 

35,00 
581,25 
554,40 

200,83 

1.371,48 
0,00 
0,00 
3,75 

156,00 

2,67 

'.2,42 
30,00 
14,00 
63,75 

779,80 

969,17 

1.856 72 
56,00 

674,00 
763,75 

1.827,74 

1.670,17 

4."1 55 
0,00 

224,00 
708,75 
324,60 

7.504,00 
0,00 
0,00 

15,00 
5'1,00 

100,00 

168 00 
0,00 
0,00 

60,00 
331,00 

52,50 

44' SO 
0,00 
0,00 

570,00 
616,80 

111,17 

I.B797 
0,00 

639,00 
2.193,50 

686,00 

2.080,17 

5.598 57 
0,00 
0,00 

158,13 
0,00 

0,00 

158 13 
0,00 
0,00 
0,00 

56,00 

0,00 

..... 
0,00 

70,00 
11,25 

346,00 

81,00 

508 25 
0,00 

126,00 
342,50 

94,00 

665,33 

1.227,83 
0,00 
0,00 

303,75 
343,00 

80,00 

72575 
0,00 
0,00 
0,00 

76,00 

74,67 

15057 
0,00 
0,00 
3,75 

288,00 

"38,SO 

73025 
196,00 
466,SO 
173,75 
629,60 

973,SO 

2..439 35 
0,00 

70,00 
236,25 
235,20 
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313,30 

3.020 70 
0,00 
0,00 

275,75 
880,55 

134,45 

1.290 75 
1.032,..0 
-4.7-45,«> 
2.086,55 
5.826,20 

9.625,05 

23.31560 
5.630,60 

16.175,SO 
17.931,25 

6.890,80 

45.190,60 

'1.818 75 
0,00 

414,30 
3.350,70 

930,00 

655,45 

5,350,45 
0,00 
0,00 
0,00 

588,20 

0,00 

saa 20 
0,00 

2.054,85 
1.458,05 
3.660,20 

3.876,90 

11.050 00 
788,60 

4.787,60 
9.935,95 
2.988,40 

17.432,85 

35.133.40 
0,00 
0,00 

963,00 
622,00 

178,00 

1.7'3 00 
0,00 
0,00 
0,00 

145,45 

0,00 

145 5 
0,00 

2.699,65 
1.059,85 
1.486,40 

41,55 

5.287 5 
0,00 

1.012,40 
633,05 

2.032,05 

6.435,30 

10.112,80 

255,55 

7.SIl7 " 
608,90 

0,00 
134,25 

1.082,75 

286,45 

2.112,35 
527,35 

1.703,55 
3.116,75 
7,%7,55 

10.226,30 

23.541 50 
1.351,30 

30.919,85 
13.339,05 

7.152,15 

42.482,60 

es.244 95 
0,00 

23O,'Ml 
2.095,25 
1.238,40 

449,45 

4.013 50 
133,05 

0,00 
"',25 

65-4,90 

321,85 

1.17405 
353,95 

3.713,70 
818,10 

3.729,40 

5.351,35 

13,166 50 
0,00 

3.097,60 
10.932,70 

5.568,10 

19.607,15 

39.20555 
0,00 

768,00 
863,00 
777,60 

160,20 

2.5 ..... 
0,00 
0,00 

50,,", 
470,55 

133,85 

1555 20 
0,00 

3.621,55 
184,15 

1.355,00 

1.173,20 

6.333 90 
0,00 

1.770,35 
3.181,30 
1.593,90 

3.970,00 

10.51555 

Frage 2 2010-2013 1 H) 

192,95 

4.531.00 
0,00 

76,80 
91,SO 

1.896,70 

1.990,00 

4,055.00 
645,25 
419,15 

2.186,70 
5.851,95 

15.631,85 

24.7.14 00 
2.745,35 

12.394,75 
14.003,70 

6.688,95 

37.884,45 

73.71720 
0,00 

138,10 
1.827,SO 
1.279,..0 

534,35 

3.770 35 
44,35 

0,00 
585,SO 
960,50 

125,90 

1.7115 25 
1.763,SO 
1.188,55 

721,85 
3.534,05 

2.346,SO 

9.5$4.45 
2.773,95 
8.463,25 

11.240,95 
4.532,45 

16.653,00 

43.1563 60 
0,00 
0,00 

885,25 
<O�95 

76,25 

1.3 .... 5 
0,00 
0,00 

119,95 
403,15 

0,00 

523 10 
44,35 

258,45 
1.230,SO 
1.0&4,20 

3.012,95 

5.61075 
1.211,55 
3.1-42,65 
5.574,40 
5.856,SO 

5.155,75 

20.141 15 

5-4,60 62,00 56,00 43,00 12,00 

LG31.15 175 237 257 04 
0,00 0 8 0 0 
0,00 0 0 

44,55 10 
1.137,95 27 33 51 25 

388,20 2,00 7,00 38,00 3,00 

1.570 70 31 55 015 31 
387,15 8 6 5 3 
616,55 57 21 9 18 

1.291,30 35 68 81 49 
3.435,15 128 146 137 98 

5.376,25 107,00 126,00 171,00 71,00 

11.1CMS 40 335 3157 403 231 
2.149,25 38 10 23 18 
2.345,15 165 299 164 72 
8.117,90 416 328 388 253 
2.746,..0 211 210 177 75 

20.019,10 416,00 379,00 345,00 195,00 

35.377.80 1.2415 1.2215 1.007 1513 
0,00 0 0 0 
0,00 3 3 0 

1.055,40 104 100 113 64 
334,05 33 40 41 9 

129,SO SO,OO 101,00 116,00 26,00 

1.51815 220 144 273 " 
0,00 1 
0,00 0 

269,15 29 11 
596,30 17 21 29 13 

93,05 0,00 10,00 19,00 20,00 

958 50 17 37 78 44 
0,00 0 4 13 0 

�� � 38 d 1 
116,00 63 22 34 

1.734,15 91 107 103 49 

887,SO 45,00 -47,00 23,00 22,00 

2.792.30 227 218 112 70 
1."1&1,25 6 0 20 11 
2.154,20 40 34 124 53 
7.158,70 178 235 203 139 
3.699,60 77 148 118 97 

4.847,70 150,00 200,00 176,00 SO,OO 

19.324.45 451 1517 641 350 
0,00 0 0 0 
0,00 10 

295,20 45 46 34 17 
305,30 19 30 14 8 

48,95 40,00 36,00 17,00 11,00 

641 45 104 122 155 31 
0,00 0 0 0 0 
0,00 0 0 0 0 

57,«> 2 
0,00 13 11 

0,00 0,00 2,00 0,00 0,00 

57..40 17 18 
0,00 0 0 

375,05 30 30 14 
1.166,40 17 43 36 

844,90 44 45 34 25 

2.199,80 7,00 17,00 26,00 17,00 

4.5815 15 18 la 107 02 
803,35 0 0 9 8 
968,15 10 18 37 21 

1.854,SO 17 49 107 43 
2.839,05 60 47 114 58 

3.075,20 66,00 42,00 74,00 41,00 

1.540 25 153 1515 341 171 
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426,67 

1.179.N1o 
0,00 
0,00 

48,75 
310,20 

21,33 

380 28 
112,00 
882,00 
574,13 

1.997,80 

1.«>7,33 

4.973 215 
1.288,00 
3.129,00 
5.093,75 
3.239,60 

6.935,34 

19.M5 GI 
0,00 

84,00 
783,75 
372,30 

638,17 

1.878 II 
0,00 
0,00 
0,00 

221,20 

0,00 

221 20 
0,00 

371,00 
240,00 

1.756,40 

554,50 

l.I21 eD 
112,00 
952,00 

3.1-49,13 
1.657,20 

3.223,34 

I.at3 &6 
0,00 
0,00 

202,50 
234,40 

266,67 

70357 
0,00 
0,00 
0,00 

39,20 

0,00 

31 20 
0,00 

511,00 
341,25 
628,60 

37,SO 

1.518 35 
0,00 

196,00 
155,00 

1.0SO,«> 

1.213,17 

2.514 57 

359,00 

1.883 23 
79,50 

0,00 
26,25 

39<,00 

32,00 

531 75 
78,50 

315,00 
877,SO 

2.371,78 

1.45O,SO 

5.0el D 
280,00 

6.027,00 
3.926,25 
3.412,98 

6.688,84 

20,335.07 
0,00 

42,00 
446,25 
469,00 

673,34 

1.63050 
22,50 

0,00 
11,25 

240,40 

61,67 

335.82 
57,00 

714,00 
207,50 

1.583,49 

898,00 

3.459 " 
0,00 

588,00 
3.653,75 
2.818,40 

3.753,00 

10.813 15 
0,00 

140,00 
183,75 
360,60 

240,00 

12435 
0,00 
0,00 
7,50 

141,60 

25,33 

174.43 
0,00 

721,00 
45,00 

576,00 

284,33 

1.151633 
0,00 

343,00 
1.032,SO 

763,00 

702,00 

2.840 50 

277,67 

1.535 02 
0,00 

14,00 
22,50 

726,40 

330,83 

1.00373 
70,00 

112,00 
556,25 

2.066,80 

2.681,84 

5.4815.89 
492,00 

3.194,00 
4.402,88 
2.9042,58 

5.662,01 

16.1513.415 
0,00 

56,00 
442,50 
499,20 

1,77'.04 
7,50 
0,00 

138,75 
388,80 

141,67 
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392,00 
308,00 
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398,00 
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4.647,SO 
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307,SO 
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109,33 

5714' 
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26,25 
111,20 

0,00 
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7,50 

84,00 
296,25 
457,60 

593,67 

1.439.02 
266,00 
826,00 

2.030,00 
1.6&4,37 

1.135,00 

5,121 37 

72,00 

1513.45 
0,00 
0,00 

11,25 
398,00 

84,00 

40' 25 
<2,00 

301,00 
303,75 

1.439,20 

921,33 

3.007 28 
<00,50 

1.102,00 
2.698,75 
1.112,80 

3.314,17 

8.1528 II 
0,00 
0,00 

236,63 
110,40 

155,33 

502.'. 
0,00 
0,00 

71,25 
199,60 

135,17 

40002 
0,00 

28,00 
26,25 

645,20 

236,00 

935 45 
252,00 

1. 148,00 
2.940,00 
1.761,72 

884,83 

CU81555 
0,00 
0,00 

82,50 
123,20 

73,33 

279 03 
0,00 
0,00 

22,50 
0,00 

0,00 

22,50 
0,00 

175,00 
303,75 
331,20 

",",,00 

1.257 15 
162,SO 
491,00 
663,75 
870,65 

590,17 

2.778 07 
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1 .  Introduction 
Regulation (EC) No 1901/2006 of the European Parliament and of the Counci l  on med icinal products for 

paediatric use ( hereafter referred as the "Paediatric Regulation") a ims to facil itate the development 

and accessibi l ity of medicinal  products for the paediatric population and to ensure that medic inal  

products used to treat chi ldren are subject to high qual ity research and are appropriately authorised 

for use in the paediatric population. 

One of the legal requ irements of the Paediatric Regulation is the collection of available data on a l l  

existing uses of  medicinal products in the paediatric population. In  accordance with art. 42 of  the 

Regulation, the PDCO provided on 26 October 2007 a guidel ine on the content and format of the data 

which had to be col lected by the 27 EU Member States1 . The 3 EEA states which are not EU Member 

States(Iceland, Norway and Liechtenstein) were also invited to provide data . 

The guideline emphasized the need to collect data on ill! existing uses of medici nal  products in the 

paediatric population (use of authorised medicinal products within the terms of the marketing 

a uthorisation, use of authorised medicinal products outside the terms of the marketing authorisation 

and of the summary of the product characteristics-so-ca lled off-label use- and use of unauthorised 

medicinal produets) for the purpose of establ ishing the unmet needs at the EU level .  It was mentioned 

that the off-label use and the unauthorised use of medicinal products was of paramount interest for 

identifying the paediatric needs. For communicating the data to the European Medicines Agency, a 

structured electronic format with a si ngle table should have been used . 

The expectations of the survey were to provide general statistics on the frequency and extent of use, 

taking into account public health priorities. At the same time, knowing that Member States might have 

d ifferent sources of information a nd tools to collect i nformation,  it was expected that the supplied data 

would have so me degree of heterogeneity as wei l  as a different level of deta i l  and completeness. 

1 http ://www .ema .europa .eu/pdfs/h u man/paediatrics/ 5 7 5696 2007en . pdf 
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2. Methodology 

2. 1.  Description 0' data by country 

2. 1. 1. Austria 

The submitted data were collected during a two year period (2005-2006) from the fol lowing sources: 

social security-, hospital pharmacy-, over-the-counter panel- and pharmacovigilance databases of the 

Austrian Agency for Health and Food Safety (AGES) .  The data coverage i ncluded all medic inal  products 

prescribed in outpatients and reimbursed by the state health insurance (with exception of med icines 

with a sales price lower than the minimum deductible threshold ) .  Reports of med icinal products 

approved for dispensing in individual cases, some Austrian hospital prescriptions ( inpatients) and 

pharmacovigi lance data based on individual safety case reports were a lso i ncluded . Off-label status of 

the prescriptions - related information was provided (where ava ilable ) .  No structured information was 

available regarding the corresponding d isease, route of administration, dosing, treatment duration and 

authorised i nd ication. Information on the pharmaceutical form was available for most products. 

The extent of use was quantified by the number of packages used (for the inpatient data) and the 

number of paediatric patients treated for each INN (for the outpatient data ) .  

2. 1.2. Belgium 

Belgian data were collected from a single paediatric hospital ( inpatients); outpatient data were not 

reported. The timeframe for the data acquisition was not mentioned. Information regarding the treated 

medica l condition and to the unauthorised and off- label use of the med icinal products was provided in 

most cases. 

There was no quantitative measurement of the extent of use of medicines in the paediatric population. 

Therefore a surrogate of the extent of use was analysed, namely the frequency of appearance of the 

medicinal  products belong ing to various ATC classes in the submitted database. 

2. 1.3. Bulgaria 

Submitted i nformation was scarce and heterogeneous. Data were collected from two paediatric 

hospitals from the Bu lgarian capital during different periods of time ( rang ing from 3 months to 12  

months) .  Off- label use information only was reported. 

No estimation of the extent of use was provided. 

2. 1.4. Cyprus 

Collected data originate from two sources:  the Cypriot Paediatric Association (private hospital data) 

and the paediatric database of the biggest hospital in Cyprus (treating over half of all paediatric 

inpatients in the country) .  Overa l l  information was scarce. The period of time for the data collection 

was not mentioned . Data regarding the off- label and unauthorised use were provided. 

An attempt to quantify the extent of the paediatric use was made by providing the number of patients 

treated with a defined dose over a defined period of time. 
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2. 1.5. Den mark 

The Danish dataset referred to the primary health care sector and included information on medicinal 

products sold to outpatients, dispensed by doctors in private practices and constituting medicine stocks 

at various Danish medical institutions. Inpatients data were drawn up based on reports from hospital 

pharmacies and from the Danish State Serum Institute. Age-related information was provided; of note, 

the reported age groups were not those recommended by the ICH E 1 1  guidel ine. Information on the 

compassionate use of medicines in i npatients was provided in an add itional dataset, where ICH E 1 1  -

compliant age group information was also included . 

Extent of use was measured by cost data (turnover based on current medicine prices) in the primary 

health and in the hospital sectors; quantities were expressed in DDD (defined dai ly doses) .  

2. 1.6. Estonia 

The Estonian data were col lected via a cross-sectional drug uti l isation study based on a national 

prescription database. All dispensed prescriptions to paediatric subjects during 2007 were analysed. 

The summaries of product characteristics of the medicina l  products were reviewed to extract the 

paediatric information .  The submitted data focus on the off- label use of medicines. 

2. 1.7. Finland 

The Finnish data were collected from a un iversity hospital pharmacy database for a two-year period 

(2006-2007) and from the Finnish Social Insurance Institute database, queried over a one-year period 

(2007) .  Submitted pharmacovigilance data were l imited and were obta ined from the adverse events 

registry of the Finnish National Agency for Medicines. Data referring to blood products, haemostatic 

g lues, sponges containing medicinal praducts, products for nutrition and flu id balance, products 

intended for dia lysis and contrast media were not collected . The off- label status of the medicinal 

product was mostly available. ATC codes (not requ ired by the guidel ine) were provided. It was not 

possible to analyse age-related data because of the significant overlapping of the reported paediatric 

age g roups. Furthermore, extensive text processing was needed before the data analysis. 

There was no quantitative estimation of the extent of use. 

2. 1.8. France 

Information on the d ifferent types of uses of med icinal products in chi ldren was provided : unauthorised 

use in chi ldren, corresponding to a national compassionate use (ca lled "temporary authorised use" in 

France) and off-label use. The latter was divided in use of extemporaneous preparations, and off-label 

use in inpatients. Information on the authorised use in outpatients was also provided. Data were 

col lected from the National Health Products Agency (database for compassionate use, database for 

extemporaneous preparations), from one public paediatric hospital database and from a private 

international database on outpatient dispensing (the IMS Health database) .  The data coverage va ried 

from 6 month to 5 years, depending on the database. 

A quantitative measurement of the extent of use was provided for in-hospital use, for which the dai ly 

number of prescriptions was reported . 

2. 1.9. Hungary 

Submitted data were collected fram the National Institute of Pharmacy and from the Nationa l Health 

Insurance Fund (the latter dataset contained outpatient data) .  Two additional lists set up by the 
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Hungarian College of Paediatrics containing the l ist of medicinal products used off- label and the 

paediatric use in haematology were also provided. The data covered a period of two years. ATC-related 

data was provided ( not requested by the guidel ine), whi le age-related data was provided for one data 

subset only.  

The quantitative measurement of the extent of use was cost data (number of sold units, retai l  price per 

unit, covered period of time) .  

2. 1. 10. Ieeland 

Data were col lected from the Icelandic National Database on Drugs Prescribed and Dispensed for 

Chi ldren (data coverage : 6 months).  Age- and ATC-related information was provided. Information 

regard ing the regulatory status of medicinal products (unauthorised/off-Iabel) and regarding the 

condition requiring treatment was not provided. 

The quantitative measure of the extent of use was the defined dai ly doses (DDD's) for each ATC code. 

2. 1. 1 1. Republic of Ireland 

I rish data were obtained from a survey of unauthorised and off- label use of medicinal products in the 

paediatric population. Medicina l  products used unauthorised or off- label in chi ldren were identified by 

collecting data from hospital and non-hospital based paediatricians countrywide and by visiting 

paediatric hospital pharmacies. Age-related information was provided . 

No measurement of the extent of use data was provided. 

2. 1. 12. Lithuania 

Data were col lected from the database of one un iversity hospital pharmacy. Age- and condition-related 

information was provided. No difference between authorised and unauthorised or off-label use was 

made ( both types of use reported together) .  

There was no quantitative estimation on the extent of use ava i lable. 

2. 1. 13. Latvia 

Data were collected from the pharmacy databases of two paediatric hospita ls. Both authorised and off

label use of med icines was reported . Trade names of the med icinal products and corresponding ATC

related information was provided. 

No quantitative estimation on the extent of use was provided . 

2. 1. 14. Malta 

Information on med icines used in the paediatric population was provided by using the existing data 

from the government hospita ls pharmacy l ist .  Indications and dosage recommendations were made 

according to the British National Formulary for Children, which is widely used as a reference source by 

the Maltese healthcare professionals. 

2. 1. 15. The Netherlands 

Data were collected by conducting a survey covering most existing pharmacies in the Netherlands over 

a 2-year period. Age- and ATC-related information was provided. A report on the off- label use of 

medicines in The Netherlands, created in 2007 after analysing a survey carried out among general 
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practitioners and health care special ists and a study of existing professional gu idelines for physicians 

was additiona l ly submitted . The report is a mix of paediatric and adult data and was submitted in  its 

original Dutch version. It is not reflected in the present analysis. 

The survey data conta in  the number of prescriptions per ATC as a quantitative measure of the extent 

of use. 

2.1.16. Norway 

The Norwegian dataset was collected from two sources : the national prescription registry (outpatient 

data) and the hospital pharmacies sales registry to all Norwegian neonatology and paediatric un its 

( in  patient data ) .  The data coverage period was one year. Data collected from the prescription registry 

contained age-, and regulatory status (off-Iabel/unauthorised) related information. Age-related data 

col lected from the hospital sales registry did not a l low for grouping information. Information on 

indication, dosage reg imen a nd route of admin istration was not ava i lable. 

Extent of use was reported as DDD ( if avai la ble) and as number of units per product (tablets, 

ampoules etc. - for those medicines without defined DDD).  

2.1.1 7. Portuga l 

Submitted data were col lected from a survey involving 22 hospitals and refer to inpatients only. Off

label status related information was ava i lable in 33% of the cases. Age-related data could not be 

processed due to extreme heterogeneity. Extensive processing of submitted dataset before ana lysis 

was necessary. 

There was no estimation of the extent of use of the medicinal products available. 

2.1.18. Romania 

Data were collected from several hospital databases countrywide ( inpatients) .  Age-related information 

was not constantly reported . Data coverage period was not mentioned. Off- label status was provided. 

No direct quantitative estimation of the extent of use data was provided, but it was possible to 

estimate the extent of use based on the submitted data. 

2.1.19. Siovenia 

Data were collected by conducting a one-day-survey on the use of the medicina l products in the 

paediatric population, both in hospital and in the ambulatory settings. Age-, condition- and dose

related information, as weil as data related to the regulatory status of the med icine (unauthorisedjoff

label)  were provided. 

There was no quantitative estimation of the extent of use in  the paediatric population. 

2.1.20. Sweden 

Different datasets were submitted for the over-the-counter use of medicines, for the prescriptions 

d ispensed in outpatients (with a special reference to the off- label use) and for the paediatric medicines 

use at Swedish hospitals .  

a) OTC medicines use estimation relied on three different sources over a 2-year period : the 

Swed ish Pharmacies Database and two questionnaires addressing two paediatric 

subpopulations. The extent of use was approximated from the total number of packages sold 
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by Swed ish pharmacies. The first questionnaire a imed to measure the use of OTC med icines in 

Stockholm; the target population was a cohort of 4089 children born 1994 - 1996, which were 

included in the study as neonates and were fol lowed prospectively. The second questionna i re 

documented the use of medicines ( i nclud ing OTC) prior to presentation to an Emergency 

Department (ED) .  

The quantitative measurement of the extent of use was the number of packages sold to children (of 

note, this number was estimated via a conversion factor) 

b) Off- label use data in paediatric outpatients were collected by conducting a countrywide cross

sectional study over a one-year period. The Swedish Prescribed Drug Reg ister (SPDR) provided 

information with regard to the identification of the medicinal product, the date of birth of the 

patient and the sold quantities for each medicinal product. Information about the treated 

conditions (d iseases) was not submitted . Submitted data were restricted to medicines 

dispensed more than 100 times during the study year. 

c) The extent of use of the medicinal products in the paediatric inpatients care was estimated by 

conducting a national cross-sectiona l point prevalence study. More than 40 hospital 

departments participated and the dataset referred to more than 70% of all hospital ized 

chi ldren in Sweden. Data col lection was performed via prescription form. This requested 

demographie information as weil as information on the medic inal  products : indication, 

strength, dosage, form and route of administration. All medicina l  products were classified 

accord ing to their regulatory status into a uthorised, off- label or unauthorised . 

Patients were d ivided into four groups: neonates (from birth to less than one month), infants (from 

month to less than one year), children (from one year to less than 12 years) and adolescents (from 12 

years to less than 18 years) .  

2.1.21. United Kingdom 

The United Kingdom provided data on the use of medicines in  the paediatric population by using a 

reference source, the British National Formulary for Chi ldren (BNFC) .  The BNFC is establ ished by the 

Paediatric Formulary Committee. Expert c l in ical advisers a re used "to advise on the use of un l icensed 

medicines or of licensed medicines for unl icensed uses ('off-label' use),,2 . 

There was therefore no estimation of the existing use ( both authorised and unauthorised/off- Iabel) of 

paediatric med icines in the UK.  

2.1.2 2. Countries not submitting data 

Table 1 lists the EEA countries which did not submit the requested data . Of note, a lmost 50% of the 

European paediatric population was not covered by the central ised data. This is partly explained by the 

fact that some countries with a large population did not submit data to the EMA. 

2 From http://bnfc.org/bnfc/bnfc/2009/202098.htm, accessed on 5 March 2010 .  
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2.2. Overall data extent and quality 

Overa l l ,  data was submitted by 22 (20 EU and 2 non EU)  out of the 30 countries invited to participate. 

Table 1 is an overview of the compatibi l ity of the submitted data with the Paediatric Committee 

recommendations. 

Table 1. Compatibil ity of data submitted by the EEA Member States with EMA PDCO guidelines 
recommendations 

-

Com patlble wlth gUidel lne requ lrements EU 0/0 Member State trom 

Member State3 EEA Populati on4 

Did not submit any data DE 

IT 

ES 

PL 

CZ 

SK 

LU 

LI 

Subtotal 

Data submitted but not compatible with PDCO UK 

guideline 
NL 

EL 

SE 

BG 

LT 

LV 

MT 

IS 

Subtotal 

Data submitted and compatible with PDCO gUideline FR 

RO 

BE 

PT 

3 From http://publications.europa.eu/code/pdf/370000en. htm 
4 Population data from http://europa.eu/abc/european countries/index en.htm 
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0.68 
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HU 2.02 

AT 1 .66 

DK 1 .08 

FI 1 .06 

NO 0.94 

IE 0.80 

SI 0.40 

EE 0.28 

CY 0 .16  

Subtota l 29.72 

Total 100 

Submitted datasets were heterogeneous and did not include information a bout the data 

representativeness for each country's paediatric population (with some datasets obviously being not 

representative) .  Partial translation into English was necessary for about 25% of the submitted data . 

Many datasets did not include a quantitative measurement of the extent of use of the medicinal 

products. Sources for submitted data were a lways mentioned, with more than one source (hospital 

pharmacy, social security data, compassionate use, other sourees) having been used for the majority 

of the datasets. 
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3 .  Data ana lysis 

3. 1..  Data analysis by country 

3 . 1 . 1. Austria 

3. 1.1 .1 .  Unauthorised medicinal products used in children 

The dataset regarding the use of unauthorised products was analysed by the following criteria : product 

name, age group (ICH classification), ATC codes (where ava i lable).  

3 . 1 . 1 . 1 . 1. Name of unauthorised medicinal product 

The most frequent medicinal products used unauthorised were diclofenac, fol lowed by ACE inhib itors 

( ramipri l )  a nd antidepressants (citalopram and fluoxetine).  Statins (s imvastatin)  were a lso frequently 

used unauthorised. 

3 . 1 . 1 . 1 . 2. Use of unauthorised medicinal products in relation to age 

The age groups distribution among chi ldren having received unauthorised medication was : newborn-

1 1  %, infants and todd lers-25%, chi ld ren under the age of 12 years-32% and chi ldren older than 12 

years and adolescents -32%. 

The identified unauthorised medicinal products were grouped based on the first letter of the ATC 

codes; categories with a percentage of off- label use > 5% were broken down into medicinal product 

therapeutic areas to g ive a further indication on the unmet therapeutic needs for the paediatric 

population . 

3 . 1 . 1 . 1 .2 .1 .  Cardiovascular medicinal products used unauthorised (age) 

This was the largest group of products used unauthorised. The most frequent used medicinal products 

were those acting on the ren in-angiotensin system (28,8%), followed by beta-blockers( 12,3%) .  The 

most frequently used individual  products were ramipri l ,  l is inopril and isosorbid monon itrate. 

3 . 1 . 1 . 1 . 2. 2. Nervous system medicinal products used unauthorised (age) 

The second largest group of products used unauthorised in  chi ldren was the group of the nervous 

system treating medicines. Psychoanaleptics (33,6%), analgesics (31 ,9%), psycholeptics ( 14, 1%)  and 

anti-epi leptics( 10%) were most frequently used ( individua l medicinal products: citalopram, tra madol 

and fluoxetine).  

3 . 1 . 1. 1 .2 .3 .  Alimentary and metabolism medicinal products used unauthorised ( age) 

The proton pump inh ibitors together with the H2-receptor antagon ists (29,1%) and the vitamins 

(26,7%) were the groups of medicinal products most frequently used unauthorised . Tocoferol and 

esomeprazole were the most used individual medicinal products. 

3 . 1 . 1 . 1 . 2.4. 5ystemic antiinfectives used unauthorised ( age) 

Antibacteria ls for systemic use (72,8%), immune sera and immunoglobu l ins( 1 5,3%) were frequently 

used unauthorised , with vancomycin and the human immunoglobul ins for intravascular admin istration 

as the most frequently used individual products. 
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3 . 1.1 . 1.2.5. Blood and blood-forming medicinal products used unauthorised (age) 

Blood and blood-forming medicina l products used unauthorised were represented by antithrombotic 

agents (50,5%) and blood substitutes and perfusion solutions(37, 1%) .  IIoprost and enoxaparin were 

the most used individual products. 

3. 1 . 1 . 1 . 2.6. Dermatological medicinal products used unauthorised (age) 

Antifungals for dermatological use ( 19,7%), corticosteroid dermatological preparations ( 14,8%), anti

acne preparations ( 14,5%), antiseptic and disinfectants ( 1 2,6%) and antibiotics and chemotherapeutics 

for dermatological use ( 10,4%) were most commonly used. Isotretinoin,  terbinafine and povidone

iod ine were the first three individual products most used unauthorised from th is therapeutic class. 

3.1 .1 . 1 . 2.7. Respiratory system medicinal products used unauthorised ( age) 

Medicines for obstructive respiratory diseases (31 ,5%) were the more frequent subclass used, followed 

by cough and cold preparations (30, 1%),  antihistamines for systemic use ( 22%) and nasa l  

preparations ( 10,4%) .  Acetylcysteine, salbutamol and  ceti rizine were the most frequently i ndividual 

products used unauthorised . 

3.1.1 .2. Authorised medicinal products used in children 

The dataset regarding the use of authorised products was ana lysed by the following criteria :  product 

name, age group (ICH classification), ATC codes where avai lable, patient setting ( inpatients, 

outpatients ) .  

3 . 1 . 1 . 2 . 1 .  Name o f  authorised medicinal product 

The medicinal products used most frequent within the terms of the marketing authorisation in chi ldren 

were antibiotics (amoxici l l ine plus beta-Iactamase inhibitors, clarithromycin, penici l l i n ) ,  multivitamins 

and beta-mimetics (salbutamol) .  

3 . 1 . 1.2.2. Use of authorised medicinal products in relation to patient setting and age 

3 . 1 . 1.2.2. 1. Use of authorised medicinal products in i npatient newborns (from birth to less 
than 28 years of age) 

The medicinal products used most frequent within the terms of the marketing authorisation in inpatient 

term newborns were antibiotics (ampici l l in and cefuroxime), phytomenadione and electrolytic solutions. 

For outpatient term newborns, the medicinal products with authorised use were antifungals (nystatin ) ,  

antibiotics for topical use and  other dermatological products for topica l use. 

3.1 .1 .2.2.2. Use of authorised medicinal products in i npatient infants and toddlers (from 28 
days to less than 2 years of age) 

The medicinal products used most frequent within the terms of the marketing authorisation in inpatient 

infants and toddlers were human immunoglobu l ins for intravascular admin istration, solutions 

containing lactic acid producing organisms and oral rehydration salt formulations. For outpatient 

infants and toddlers, antibiotics (amoxici l l in plus beta-Iactamase inhibitors, pen ici l l ins, clarithromycin), 

and antiasthmatics (montelu kast, sa lbutamol) were used most frequent. 
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3. 1 . 1 . 2.2.3.  Use of authorised medicinal products in i npatient children (from 2 years to less 
than 12 years of age) 

The medicinal products used most frequent within the terms of the marketing authorisation in inpatient 

chi ldren aged from 2 to less than 12 years were non-steroidal anti-inflammatory medicines 

(naproxen) ,  beta-mimetics (salmeterol and other beta-agonists) and combinations conta ining sodium 

fluoride. Df note, the submitted dataset mainly referred to outpatients for this age g roup. 

3.1.1 .2 .2.4. Use of authorised medicinal products in inpatient adolescents (from 12 years to 
less than 18 years of age) 

The medicinal products used most frequent within the terms of the marketing authorisation in inpatient 

adolescents were dexpanthenol, fluoxetine and diazepam.  For outpatient adolescents, antibiotics 

(amoxici l l in plus beta-Iactamase inh ibitors and clarithromycin) ,  isotretinoin and m inocycline were used 

most frequent. 

3 . 1.2.  Belgium 

3. 1.2.1.  Use o f  unauthorised medicinal products 

Dur a na lysis used the following criteria : name of the unauthorised medicine used and the 

pharmaceutical form of the medicinal product. Provided information refers to inpatients only. 

3.1.2. 1 . 1. Name of unauthorised medicine used 

92% of the reported use of unauthorised med icinal products was noted in preterm newborns, which 

represented 68% of the inpatients in the submitted dataset. The most frequent mentioned medicinal 

products were multivitamins as solution for oral use ( 16%), followed by sodium ferrum g luconate 

complex in the same pharmaceutical form ( 10%) and folie acid as soft capsules (9%).  

3.1 .2 .1 .2. Pharmaceutical forms of medicinal products used unauthorised 

The most frequent mentioned pharmaceutical forms used unauthorised were the solutions for injection 

( 23,6%), followed by powders for solution for injection ( 1 1,6%), oral drops ( 1 1%) a nd by soft capsules 

(9%).  

3.1.2.2. Use of off-label medicinal products 

46% of the med icinal products used in the hospital pharmacies were reported as off-label. The 

medicines identified as used off- label were g rouped accord ing to the ATC codes. Categories with a 

percentage of off- label use > 5% were broken down into medicinal product therapeutic areas to give a 

further indication on the unmet therapeutic needs for the paediatric population. 

3. 1.2.2. 1 .  Alimentary and metabolism medicinal products used off-label 

This was the largest ATC class used off-label (53% of the tota l ) .  Plain multivitamins ( 16%), vitamin D 

and analogues ( 12,3%) and H2-receptor antagonists (6,2%) were most frequent mentioned off-label . 

3.1.2.2.2. Blood and blood-forming medicinal products used off-label 

This ATC class accounted for 20,3% of the off- label use, with oral i ron supplements (9,9%), folie acid 

preparations (9,3%) and electrolyte solutions( 1 ,2%) being the most mentioned substances. 
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3. 1.2.2.3.  Nervous system medicinal products used off-label 

This ATC class had the third highest incidence of off-label use (approx. 10%). Antipyretic ani l ides (31%) 
and general anaesthetics (25%) were mentioned most frequent. 

3 . 1 . 3 .  Bulgaria 

A l ist of 25 off- label products was submitted to the EMA. The most frequent mentioned substances on 

this l ist were antihypertensives ( 20%), followed by hydrocortisone and d iuretics ( both 8%). No further 

ana lysis was possible, because of the data paucity. 

3 . 1.4. Cyprus 

Antimicrobials for intravenous use ( macrolides and beta lactamines plus betalactamase inhibitors) were 

the most common mentioned med icinal products used off- label, followed by mefenamic acid, si ldenafil 

(for persistent pulmonary artery hypertension ) and paracetamol. Injections and oral solutions were the 

most frequent pharmaceutical forms used off-label. Age related analysis of the off- label use was not 

possible. 

3. 1 . 5 .  Denmark 

3.1 .5.1 .  Authorised use of medicinal products 

The ana lysis of the dataset was performed according to the fol lowing criteria : ATC class (deta iled 

breakdown, down to level 5), age groups for the prescriptions. The following 4 paediatric age groups 

were predefined in the submitted dataset: from birth to less than 5 years of age, from 5 years to less 

than 10 years, from 10 years to less than 15 years and from 15 years to less than 18  years of age. 

The most frequent used products were the antHnfectives for systemic use, followed by the products 

for the treatment of the sensory organs, dermatological medicinal products, respi ratory system 

products and genitourinary system products ( including sex hormones) .  

3 . 1 . 5. 1 . 1 .  Authorised use ot medicinal products in relation to age 

3 . 1 . 5. 1 . 1. 1. Age group trom birth to less than 5 years 

The most frequent mentioned medicines used in this age group were the anti-infectives for systemic 

use (amoxici l l in,  phenoxymethylpen icil l in) ,  the respiratory medicines (salbutamol and budesonide) and 

the dermatological med icinal products (hydrocortisone and combinations).  

3. 1.5. 1 . 1 . 2. Age group trom 5 years to less than 10 years 

The antHnfectives for systemic use (amoxici l l in, phenoxymethylpenic i l l in)  were the most mentioned 

med icinal products used in this age g roup, followed by the dermatological medicinal products (fusidic 

acid and hydrocortisone butyrate), the antHnfectives for topical use (fusidic acid and chloramphenicol 

for ophtha lmic use) and the medicinal products for the treatment of the obstructive respiratory 

diseases ( budesonide and terbutal ine) .  

3. 1.5. 1 . 1 .3.  Age group trom 10 years to less than 15 years 

The same anti-infectives for systemic use ( phenoxymethylpenicil l in, dicloxaci l l in and amoxici l l in) ,  

dermatological medicinal products (hydrocortisone butyrate and fusidic acid), respiratory system 
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(terbuta l ine and cetirizine) and ophtalmological medicinal products (chloramphenicol and 

levocabastine) were the most frequent mentioned medicinal products used in this age group. 

3. 1.5. 1 . 1.4. Age group trom 15 years to less than 18 years 

The a nti-infectives for systemic use (penici l l in and azithromycin),  the oral contraceptives (gestodene 

and estrogen, desorgestrel and estrogen, d rospirenone and estrogen) ,  the dermatological products 

(hydrocortisone butyrate and fusidic acid) and the med icinal products for the treatment of the diseases 

of the respiratory system (terbuta line and ceti rizine) were the most frequent mentioned medicines 

used in this age group. 

3.1.5.2. Compassionate use 0' medicinal products in inpatients 

The most frequent medicinal products administered for compassionate use were those targeting the 

al imentary tract (25% of all reported use), followed by the anti-infectives for systemic use ( 14%) and 

by the medicinal products targeting the nervous system (9%).  Macrogol ( in  combinations) was the 

most prescribed medicinal product, followed by benzylpenici l l in and oxybutinin.  The compassionate 

use of medicines was higher for obstipation, convulsions and infections .  The highest number of 

prescriptions was observed in the age g roup from 2 years to less than 1 2  years of age. 

3 . 1.6.  Estonia 

A total of 467.334 prescriptions d ispensed to 151 .476 paediatric subjects were identified with in the 

background population of 277.265 (crude 1 -year preva lence 54 .6%).  The prescription rate was 

1 700/1000 children.  A tota l of 851  products with 309 un ique active substances or combinations were 

prescribed . 

3. 1.6.1.  Off-label medicinal products 

3 1  % of the prescriptions were for an off-label use; 29% of those did not have any paediatric 

information in the summary of the product characteristics (SmPC). 227 prescriptions (0.05%) referred 

to six products that had no marketing authorization in Estonia.  

The percentage of off- label prescriptions due to the lack of data in SPCs was highest in the 

genitourinary drugs group (97%), followed by dermatological (74%) and cardiovascular drugs (61 %) .  

The proportion of  off- label prescriptions due to  the contraindication was highest amongst the musculo

skeletal (69%) and nervous system ( 16%) drugs. 

Compared with topical drugs a markedly larger proportion of systemic agents (more than 60% in al l  

age categories and over 90% of prescriptions for child ren from 2 to under 6 years of age) were 

labelled for chi ldren. The proportion of off- label topical drugs was highest for chi ldren below 2 years of 

age and for adolescents. 

The most commonly prescribed off- label products came from the frequently prescribed ATC groups and 

are presented in the fol lowing table : 
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Dl'ug prescripiiou rate (per 1000 cbildren) in different age categories 

0-I .99 R= 2-5.99 years 6-1 1 .99 years 12-18.99 years 

(11=29805) (11=53105) (11=74044) (11=1203 1 1 ) 

Labelied Off-label Labelled Off-label Labelied Oft--Iabel Labelled Off-label 

No No No Total Ko of 

No data eRl" data eRl " dar. eRl" dat. eRl" pr�scriptions 

A� 3 20 2 5 1 4  2 I I  1 8  0.5 35 22 4 1 1 360 

BloQfl HO 0.8 0 16 0.6 0 0.2 0.5 0 3 I 0.2 5705 

eardi2vas lar 0.6 0.6 o 7 I 2 0.1 I 2 0 5 9 0. 1 2 1 18 

DennatoloRical 1 1 5  390 3 97 149 I 36 87 0 7  59 227 2 7 1 974 

Genitourinj!Y 0 2 0.2 0 2 I 2 I 0 4 2 1 1  0 26349 

Hormones 5 0.3 0 7 I 0 14 0.2 0 1 5  I 0 3588 

Anti-infectiv\!5 8 1 5  1 1 2  OA 1 150 17 0.6 3�4 93 I 329 61 I I  1 70308 

AntineqpLastic 0. 1 0 0 2 0 0 2 0.4 0 4 0 . 1  0 752 

Muscul.e!keletal 0 0 . 1  5 0 0 4 0.1 I 2 2 1 0  24 4836 

Nerv us s stern 9 I 0. 1 26 2 0.5 50 5 5 58 1 5  20 1 7384 

Antiparasitic 1 8  0 0.6 66 0 3 4 1  0 0.2 23 0 0.2 1 0056 

�iratorv 1 1 8  465 24 747 46 4 3H 1 8  0.3 229 3 0.3 1 1 5485 

Sensory �ans 152 97 0. 1 1 1 7  67 0 . 1 38 25 0 3 1  15 0. 1 27419 

Total 1 3 75 1090 35 2233 299 16 889 251 10 796 575 61 467334 

3. 1 .6. 1 . 1 .  Anti-intectives 

Anti-infectives were by far the most commonly prescribed ATC group. Amoxici l l in- clavulanic acid 

tablets were extensively prescribed for all age groups. 

3. 1.6.1.2.  Dermatological medicinal products 

The majority of dermatological medicinal products were prescribed off- label . The most frequent 

prescribed off- label medicinal products in children below 12 years of age were topical hydrocortisone 

and clorhexidine combinations. Topical anti-acne drugs aselain ie acid and adapalene were the most 

commonly prescribed off- label d rugs for adolescents. 

3. 1 .6. 1 .3.  Respiratory system medicinal products 

Over half of the prescriptions for respiratory medicinal products were off-label. Frequently prescribed 

off- label respiratory medicinal products for infants and toddlers were oral cetirizine drops, followed by 

sa lbutamol syrup and mometasone nasal spray. 

3. 1 .6. 1 .4. Medicinal products tor sensory organs 

Among the med icinal products for sensory organs, chloramphenicol ophtha lmie drops accounted for 

most of the off- label use . 

Report on the survey of a l l  paediatric uses of medicinal products in Europe 
EMA/794083/2009 Page 16/37 

45 von 81491/AB XXV. GP - Anfragebeantwortung (gescanntes Original)

www.parlament.gv.at



3. 1.6.1 .5. Medicinal products for the alimentary tract 

The most common off- label prescribed medicinal products for the a l imentary tract for infants and 

toddlers were multienzymes. Drotaverine tablets was the most common used medicinal product in 

preschool- and school chi ldren. 

3. 1.6.1 .6. Genitourinary tract medicinal products 

A high off-label use was registered among genitourinary medicinal products prescribed for adolescents. 

Over 20.000 prescriptions for hormonal contraceptives were issued, which have no information a bout 

the use in the paediatric population. 

3 . 1 . 7 .  Finland 

We estimated the frequency with which medicinal products belonging to various ATC classes appeared 

in the submitted list. The l imitations of this approach were known to uso 

Analgesics and psycholeptics, anti-infectives for systemic use, antiarrhythmics, beta-blockers and 

antacids were mentioned most frequently. 68% of the medicines were used for treatment, 10% for 

treatment and prophylaxis and 2% for prophylaxis only. For the remaining 20% of the ca ses, data was 

not available. 

3. 1.7.1.  Off-label use - overall view 

57% of the medicinal products reported in the submitted database were used off- label . Antibacterials 

for systemic use, psycholeptics, ana lgesics, antiepi leptics and antiinflamatory products were mentioned 

most frequently as having been prescribed off-label. 62% of the medicines were use for treatment, 9% 

for treatment and prophylaxis and 3% for prophylaxis only. M issing data accounted for the rema ining 

26%. 

3. 1.7. 1 . 1. Off-label use in inpatients 

The most frequently reported medicinal products used off- label  in inpatients were antivirals for 

systemic use, solutions for parenteral nutrition, haemostatics, antiepileptics and general anaesthetics. 

41 % of the medicines were used for treatment, 5% for treatment and prophylaxis and 4% for 

prophylaxis only (the rema ining 49% was not available for the ana lysis) .  

3.1 .7 .1 .2.  Off-label use in outpatients 

Non-steroid antiinflamatory products, fol lowed by antipsychotics and antidepressants, l ipid lowering 

agents and anti-migraine preparations were the most mentioned medicinal products in outpatients. 

78% of the med icinal products were used for treatment, 9% for treatment and prophylaxis, 1% for 

prophylaxis only and another 1 % for treatment and diagnosis . Data was not submitted for the 

remaining 11% of the cases. 

3. 1.8. France 

3. 1.8.1.  Unauthorised use 0' medicinal products in children (compassionate use data) 

The submitted dataset covered the period between January 2007 and December 2008. Chi ldren 

represented 24% of the tota l number of patients treated in 2007 with products temporary authorised 

for use. During 2008, 127 such products were used for the treatment of chi ldren. 
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The corresponding ATC codes ( if available) were added before the data ana lysis, as no quantitative 

measurement of the extent of use was reported. An estimation of the extent of use was performed by 

a na lysing the frequency of appearance of the med icinal products belonging to the various ATC classes 

on the compassionate use l ist .  Anti-infectives for systemic use, and antiepi leptics were a mong those 

mentioned most frequently. 

3.1 .8.2. Off-label use of medicinal products 

3. 1.8.2.1.  Data on extemporaneous preparations 

44% and 48% of the extemporaneous preparations used in inpatients were manufactured for an  

i ntended use in chi ldren during 2007 and  respectively 2008. This corresponded to a volume of 1 163 

d ifferent preparations corresponding to 2 1 0  different substances (INN) in 2008 . 

Antiarrhythmics and beta-blockers, solutions for parenteral nutrition, proton pump inhibitors and H2-

receptor inhibitors were among the most frequently mentioned. 

3. 1.8.2.2. Hospital dispensing data 

Oata covering the period Ju ly - Oecember 2008 were subm itted . 5106 chi ldren were prescribed a total 

of 60,086 prescriptions, 15 ,466 of wh ich were prescriptions for off- label medicines (25,7%).  The 

twenty most frequent INNs (ranked in descending order by the number of dai ly prescriptions issued) 

used off- label are summarised in the table below : 

1 .  Lansoprazole 

2. Salbutamol 

3 .  Rifamycin 

4 .  Pantoprazole 

5. Folic acid 

6 .  Albumin 

7 .  Nalbuph ine 

8 .  Enoxaparin 

9. Ferrous fumarate 

10 .  Ketoprofen 

1 1 .  Ph loroglucinol 

1 2 .Amoxici l l i n+clavulan ic acid 

1 3 .Metopimazine 

14. Inflix imab 

1 5 .Calcium carbonate + vitamin 03 

16 .Amphotericin B 

1 7  .Su lfa methoxazole-trimethoprim 

1 8 . Ran itidine 

1 9 . Nifedipine 

20.Metoclopramid 

The most frequent routes of admin istration were the oral and intravenous routes. The top 10 

substances (ranked in descending order by the number of dai ly prescriptions issued) used for each of 

the two routes mentioned above are summarised below : 

Oral route Intravenous route 

1 .  Lansoprazole 

2. Folic acid 

3 .  Ferrous fumarate 

4. Calcium carbonate and vitamin 03 

5. Amphotericin B 

6. Sulfamethoxazole-trimethoprim 

7 .  Nifedipine 

8 .  Ursodeoxycholic acid 

9. Enalapril ma leate 

10 .  Prednisolone 

1. Pantoprazole 

2. Albumin 

3 .  Ketoprofen 

4. Metopimazine 

5. Phloroglucinol 

6. Infl ix imab 

7 .  Ranitidine 

8 .  Amoxicil l in+clavulanic acid 

9 .  Metoclopramid 

10.  Ketamine 
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Because of the data heterogeneity, we did not perform any ana lysis related to the paediatric age 

groups. 

3. 1.8.3. Authorised use of medicinal products in outpatients 

165 marketed products with a French marketing authorisation were prescribed in paediatric outpatients 

in the period June 2007 - May 2008 and 16382 different prescriptions were issued . 

The most frequent used medicinal products ( ranked in descending order by the number of prescriptions 

issued) are summarised below : 

l .Paracetamol l 1 .Amoxici l l in 

2 .Tixocortol 

3 .Helicidine 

1 2.Vaccine: measles, mumps and rubella 

13 .Fenspiride 

4.Ibuprofen 

5.2-thiophenecarboxylic acid 

6.0xomemazine 

14. Niflumic acid + morniflumate + hexetidine 

15 .Amoxici l l in + clavulanic acid 

7. Cefpodoxime 

8 .Acetylcysteine + tuaminoheptane 

9.Vaccine :  pneumococcal ( including conjugated) 

10.Betamethasone 

3 . 1.9.  Hungary 

3. 1.9.1 .  Off-label medicinal products in use 

3. 1.9. 1 . 1. Name of off-label medicine used 

16.  Racecadotril 

17 .Phloroglucinol + trimethoxybenzene 

18.Colecalciferol + fluorine 

19 .Trimebutine 

20.Domperidone 

Gastroenterological products (azathioprine, budesonide and mesalazine - for treating paediatric 

inflammatory bowel d isease, gl icerin, lactulose and sennoside B - as laxatives), antihypertensives 

(amlodipine, metoprolol, valsartan, enalapril, prazosin), respiratory tract diseases medicines 

( budesonide, ciclesonide, fluticasone, montelukast, salmeterol and formoterol - a lone and in 

combinations), antibiotics (ciprofloxacin, clarithromycin and meropenem in neonates, doxycicline and 

neomycin, imipenem plus cilastatin )  and haemato-oncological medicinal products were mentioned on 

the submitted l ist.  An in-depth ana lysis was not possible. 

3. 1.9. 1 .2.  ATC classification of off-label medicines used in outpatients 

Ca lcium channel blockers and agents acting on the ren in-ang iotensin system, psycholeptics, 

psychoanaleptics and medicines targeting the acid-related disorders were used most frequent. 

3. 1.9.2. Authorised medicinal products in use 

3. 1.9.2 .1 .  Name of authorised medicine used 

Risperidone filmed tablets (4%) lamotrigine tablets (2%),  amoxici l l in  filmed tablets and darbopoetin 

alpha solution for injection (2% each) were the most common used authorised medicinal product in the 

paediatric population. 
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3. 1.9.2.2.  ATC classification 

Erythropoietin and erythropoietin- l ike substances ( 12%),  antipsychotics (mainly risperidone) ( 10%) 

and antiepi leptics ( main ly lamotrigine) ( 10%) were the most frequent used authorised medicinal 

products. 

3 . 1 . 10. Icela nd 

The first 10 most frequently used medicinal products were identified. It was not possible to distinguish 

between the different types of uses, as no i nformation on the regulatory status of the medicinal 

products was provided. Information on the age groups in which the medicinal products were used is 

also considered below. 

3.1 .10.1.  Medicinal products in use 

The most frequent 10 used medicinal products in children in Iceland are l isted in the following table : 

1 .Methylphenidate 

2 .Drospirenone and estrogen 

3.Salbutamol 

4 .Levonorgestrel and estrogen 

5.Salmeterol 

6 .Fluticasone 

7.Amoxici l l in  

8 .Hydrocortisone butyrate 

9.Sertral ine 

10.Amoxici l l in  a nd enzyme inhibitor 

3 . 1 . 10 . 1 . 1 .  Medicinal products used in the age group birth to under 1 year 

The most frequently used 10 med icinal products in this age group are l isted below: 

l .Salbutamol 

2 . Fluticasone 

3 .Amoxici l l in 

4 .Amoxici l l in and enzyme inhibitor 

5.Salmeterol 

6. Hydrocortisone butyrate 

7 .0meprazole 

8 . Nystatin 

9 .Fusidic acid 

10.Hydrocortisone 

3 . 1 . 10.1 .2.  Medicinal products used in the age group 1 to under 2 years 

The most frequently used 10 medicinal products in this age group are l isted below : 

l .Salbutamol 

2 .Fluticasone 

3 .Salmeterol 

4 .Amoxici l l in and enzyme inhibitor 

5 .Amoxici l l in 

6.Hydrocortisone butyrate 

7 .Fusidic acid 

8 .Hydrocortisone 

9.Al imemazine 

10.Clobetasone 
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3.1 . 10.1 .3. Medicinal products used in the age group 2 to under 6 years 

The most frequently used 10 medicinal products in this age group are l isted below : 

1 .Salbutamol 

2.Salmeterol 

3 . Fluticasone 

4.Amoxici l l in 

5 .Amoxici l l in and enzyme inhibitor 

6.Hydrocortisone buti rate 

7 .Fusidic acid 

8.Methylphenidate 

9.Mometasone 

10 .Hydrocortisone 

3.1 . 10. 1 .4. Medicinal products used in the age group 6 to under 12 years 

The most frequently used 10 medicinal products in this age group are l isted below : 

l .Methylphenidate 

2 . Loratadine 

3.Amitriptyline 

4 .Salmeterol 

5.Salbutamol 

6.Hydrocortisone butyrate 

7. Fluticasone 

8.Amoxici l l in 

9 .Desmopressine 

1O.Sertral ine 

3 . 1 . 10 . 1 .5. Medicinal products used in the age group 12 to under 18 years 

The most frequently used 10 medicinal products in this age group are l isted below: 

l .Methylphenidate 

2 .Drospirenone and ethynylestradiol 

3 .Levonorgestrel and estrogens 

4 .Sertral ine 

5 .Desorgestrel and estrogens 

3 . 1 . 1 1 .  Republic of Ireland 

6.Doxycycline 

7.Gestoden and estrogens 

8 .Fluoxetine 

9 .Loratadine 

10.Mometasone 

A detailed breakdown and a na lysis of all unauthorised use data collected was carried out using the 

fol lowing criteria : name of unauthorised medicine in use, pharmaceutical form of the medicina l product 

and the regulatory status of the used med icine. A total of 258 unauthorised medicinal products were 

identified . 

3.1 .11 .1 .  Unauthorised medicinal products in use 

3 . 1 . 1 1 . 1 . 1 .  Name of unauthorised medicine used 

Diclofenac in suppository form was the most common unauthorised medicinal product used to treat 

15% of the inpatients. Morphine was used unauthorised to treat 14.5% of the inpatients. Halothane 

( 12.5%) and chloral  hydrate (syrup) (7 .5%) fol lowed. Other unauthorised medicines used in chi ld ren 

included pyridox ine, dexamethasone, mercaptopu rine and codeine phosphate. 
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3 . 1 . 1 1 .1 .2 .  Medicinal product pharmaceutical form 

The most frequent pharmaceutical forms used unauthorised were solutions for injection(38%), followed 

by tablets (20%), l iquids ( 12%) and suspensions (6%) .  The remaining 24% were composed of small  

percentages of drops, powders, suppositories, solutions, gels, creams, ointments, capsules etc. The 

above information relates to hospital use. 

3 . 1 . 1 1 . 1.3.  Authorisation status of unauthorised paediatric medicinal products in other 
jurisdictions 

The third criterion for data analysis was the comparison of authorisation status of the medicinal 

products in other jurisdictions. 51  % of the una uthorised medicinal products were authorised in the 

United Kingdom, 6% in Germany, 4% in France and the United States and 2% in Ita ly and Canada . Of 

note, 31% of the unauthorised medicinal products identified were not authorised in any jurisdiction .  

3. J . 1 1 .2. Off-label Medicinal Products 

3 . 1 . 1 1 . 2 . 1 .  Off-label in relation to age 

15% of the med icinal products in the hospital pharmacies were used off- label in relation to age. 

The medicines identified were grouped into categories based on ATC codes; categories with a high 

percentage of off- label use (>8%) were g rouped into therapeutic areas as previously described. 

3 . 1 . 1 1 . 2 . 1 . 1 .  Cardiovascular medicinal products used off-label (age) 

Antihypertensives (34%) and antiarrhythmics ( 16%) are the two therapeutic g roups most frequent 

used off- label in relation to age (24% of the total off-label usage) .  

3 . 1 . 1 1 .2 . 1 .2.  Alimentary and metabolism medicinal products used off-label (age) 

This therapeutic dass was the second la rgest ( 13% of the tota l) .  Hz-receptor antagonists ( 1 8%), 

proton pump inhibitors ( 15%) and antacids ( 14%) were most commonly used off- label in relation to 

age. 

3 . 1 . 1 1 .2 . 1 .3.  Nervous system medicinal products used off-label (age) 

This therapeutic dass had the third highest incidence of off- label use in relation to age ( 12%).  

Antipsychotics accounted for 23% and opioid analgesics for 22% of off-label use. Three classes of 

a ntidepressants were frequently used off-labe l :  selective serotonin uptake inhibitors ( 15%),  tricyclics 

( 12%) and seroton in-norepinephrine reuptake inh ibitors (4%) .  

3 . 1 . 1 1.2. 1 .4. Dermatological medicinal products used off-label (age) 

The off- label use of med icinal products used to treat dermatological conditions represented 10% of the 

total .  Antifungals (34%) and corticosteroids (22%) were on the first two places. 

3 . 1 . 1 1 . 2. 1.5. Blood and blood-forming medicinal products used off-label (age) 

This therapeutic dass accounted for 9% of off- label use in relation to age, with anticoagulants (38%) 

and i ron supplements (22%) being the leading substances. 
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3 . 1 . 1 1.2. 1.6. Sensory organ medicinal products used off-label (age) 

This class represents 8% of the tota l .  Ocular lubricants (25%) and anti-inflammatory preparations 

( 19%) were the most common used . 

3 . 1 . 1 1 . 2.2 .  Centrally Authorised Medicinal Products 

77 centra l ised med icinal products were identified in  the hospital pharmacies. 20% of them were used 

off-label in relation to age. 

3 . 1 . 1 2 .  Lithuania 

Information on 328 medicinal products ( including different pharmaceutical forms, strengths and 

pharmaceutical forms) was available. The performed ana lysis was descriptive and was l im ited due to 

the absence of the quantitative measurement of the extent of use. 

The absence of information on the regulatory status of the medicinal products l isted was a further 

l im itation. A brief description of submitted data for information purposes is presented below. 

3.1 .12.1.  Treatment intention 

88% of the medicines were use for treatment, 8% were used for treatment and prophylaxis, 2% for 

diagnosis and 2% for prevention only. 

3.1 .12.2. Route of administration 

49 % of used medicinal products were administered orally and 34% were the substances for 

intravenous use. 

3.1 .12.3. Name of the medicinal product 

Diazepam, acetaminophen, acyclovir, methylprednisolone and amoxici l l in were mentioned most 

frequently in the submitted dataset. As a l ready mentioned, it was not possible to distinguish between 

the different types of uses of the medicina l products. 

3 . 1 . 1 3 .  Latvia 

469 different medicinal products were included in the dataset. The most important l imitation of the 

submitted dataset was the cumulative reporting of the authorised and non-authorised uses of 

medicines. 

The results of a brief descriptive analysis are presented below for information purposes. 

3. 1.13.1.  Name of medicinal product used 

Paracetamol, human insul ins, valproic acid, d iclofenac, and methyl prednisolone were mentioned most 

frequent in the submitted database. 

3. 1.13.2. Pharmaceutical form of the medicinal products used 

Use of vials accounted for 36% of al l  reported uses of med icinal products; use of tablets accounted for 

an add itional 26%. 
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3.1.13.3. ATC classification of used medicines 

Local a naesthetics, analgesics and antipyretics, anti-i nfectives for systemic use (mainly macrolides) 

and antidiabetics for systemic use (various types of insul ins) were frequently mentioned . 

3 . 1 . 14. Malta 

Submitted data provided inconstant information on the off- label use of the medicinal products in the 

paediatric population. No estimation of the extent of use was provided. A brief descriptive analysis of 

the submitted dataset is provided below. 

Information on 732 medicines ( includ ing different pharmaceutical forms, strengths and formulations) 

was submitted. 16% of the medicines were used in inpatients and 46% were used in both in- and 

outpatients. 15% were prescribed by various specialist doctors and 51% were prescribed by a 

paediatrician or by a general practitioner. 

Antiepileptics, immunosuppressants, bronchodi lators and antiemetics were mentioned most frequent. 

3 . 1 . 15.  The Netherlands 

A descriptive analysis was performed based only on the pharmacies survey data . The results refer to 

the use of authorised products in outpatients. The quantitative measurement of the extent of use is the 

number of prescriptions for each medicinal product. 

3. 1.15. 1 .  Overall prescriptions of authorised medicinal products for the paediatric 
outpatients 

Amoxicil l in (8% of a l l  prescriptions), salbutamol (6%), levonorgestrel and oestrogens (6%), fluticasone 

(4%) and fusidic acid (3%) were prescribed most frequent. The first 50 most prescribed med icinal 

products represents approx. 75% of al l  prescriptions. 

3. 1 .15.2. Prescriptions of authorised medicinal products in relation to age 

3. 1. 15.2.1 .  Age group from birth to 1 year 

Betalactamines (17% of the tota l number of prescriptions in this age group), inhalative beta-agon ists 

(8%) and the antim icrobials for intestinal use(7%) were the med icinal products most prescribed. 

3 . 1 . 15.2.2. Age group from 2 to 12 years 

Betalactam antibiotics ( 13%), inhalative beta-adrenerg ic agonists, g lucocorticoids (14 % altogether) 

and corticosteroids for topical use (6%) were the most prescribed medicines in this age group. 

3 . 1 . 15.2.3.  Age group from 13 to 18 years 

Oral contraceptives ( 14%), antih istamines for systemic use (6%), stomatological preparations (5%) 

and inhalative beta-adrenergic agonists (5%) were the most prescribed medicines in this age g roup. 

3 . 1 . 16 .  Norway 

The ana lysis was performed used the fol lowing criteria : 

• for unauthorised medicinal  products: in/outpatient status, name of the active substance, 

pha rmaceutical form, age group; 
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for authorised medicinal products used off-labe l :  name of the active substance 

3. 1. . 1. 6. 1. .  Active substances used unauthorised in outpatients 

3.1 . 16. 1.1 .  Name of the active substance used unauthorised 

Melatonin (50%) and pentoxyverine ( 1 5%) were the most commonly prescribed active substances 

used unauthorised in the paediatric popu lation. 

3.1.16.1.1 .1 .  Name of the active substances used unauthorised in outpatient children from 
birth to less than 1 year of age 

Phytomenadione (23%), melatonin ( 1 8%) and betamethasone ( 15%) were the most frequent three 

active substances used unauthorised in this age g roup. 

3 . 1 . 16.1. 1.2. Name of the active substances used unauthorised in outpatient children from 

1 to 2 years of age 

Pentoxyverine (42%), betamethasone ( 15%), melatonin ( 10%) and epinephrine (7%) were the most 

frequent active substances used unauthorised in this age group.  

3.1. 16. 1 . 1 .3.  Name of the active substances used unauthorised in outpatient children from 
3 to 5 years of age 

In this age group, pentoxyverine (40%),  melatonin ( 18%), betamethasone ( 13%) and epinephrine 

(4%) were the most frequent active substances used unauthorised. 

3 . 1 . 16.1. 1.4. Name of the active substances used unauthorised in outpatient children from 
6 to 1 1  years of age 

Melatonin  (60%), pentoxyverine ( 12%) and midazolam (4%) were the most frequent three active 

substances used unauthorised in this age g roup. 

3 . 1 . 16.1. 1.5. Name of the active substances used unauthorised in outpatient children from 
12 to under 18 years of age 

Melatonin  (58%) and pentoxyverine (6%) were the most frequent active substances used unauthorised 

in older chi ldren and adolescents. 

3.1. 16.1.2.  Pharmaceutical form of the active substance used unauthorised 

The most frequent pharmaceutical forms for the active substances used unauthorised in children were 

tablets (85%), capsules ( 1%) and oral solutions ( 1%) .  

3. 1. . 1. 6.2. Active substances used unauthorised in inpatients 

3 . 1 . 16.2 . 1 .  Name of active substance used unauthorised 

Dexamethasone ( 14%) and epinephrine ( 14%) were the most commonly prescribed active substances 

used unauthorised in inpatient chi ldren of a l l  ages. 

3.1. 16.2. 1.1 .  Name of active substances used unauthorised in in patient neonates 

Folic acid ( 57%), calcium glubionate ( 10%) and dexamethasone (8%) were the most frequent three 

active substances used unauthorised. 
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3 . 1 . 16.2. 1.2.  Name of active substances used unauthorised in inpatient children from more 

than 1 month to less than 18 years of age 

Epinephrine and dexamethasone ( 1 5% each), followed by melatonin and betamethasone ( 12% each) 

and baclofen ( 1 1%)  were most frequent used unauthorised in this age g roup. 

3.1 . 16.2.2. Pharmaceutical form of the active substances used unauthorised 

Tablets (3 1%), solutions for injection (30%), inha lative medicinal products ( 14%) and oral solutions 

( 12%) were the most frequent used pharmaceutical forms of the active substances used unauthorised . 

3.1..1.6.3. Active substances used off-label in outpatients 

3 . 1 . 16.3. 1. Name of the active substance used off-label 

Oral contraceptives (drospirenone and estrogen, desestrogel and estrogen, norethisterone, 

norethisterone and estrogen, desorgestrel (together 45%), followed by ketoprofen (4%) were most 

commonly prescribed off-label in the paediatric population. 

3.1 . 16.3. 1.1 .  Name of medicines used off-label in outpatient children from birth to less than 
1 year of age 

Fluticasone (46%), al imemazine ( 1 1  %) and salbutamol (9%) were the most frequent three active 

substances used off- label in this age group. 

3 . 1 . 16.3 .1 .2 .  Name of medicines used off-label in outpatient children from 1 to 2 years of 
age 

Bromhexine ( 1 8%),  triamcinolone, salmeterol ( 1 1  % each) and codeine (7%) were the most frequent 

active substances used off-label in this age group.  

3 . 1 . 16.3.1 .3 .  Name of medicines used off-label in outpatient children from 3 to 5 years of 

age 

Diclofenac, opium derivatives and mometasone ( 12% each) ,  triamcinolone (8%), budesonide (7%) 

and bromhexine (5%) were the most frequent active substances used off-label in this age group. 

3 . 1 . 16.3. 1 .4. Name of medicines used off-label in outpatient children from 6 to 11 years of 
age 

Atomoxetine ( 1 1%),  triamcinolone (8%) a nd ketoprofen (7%) were the most frequent three active 

substances used off- label in this age group. 

3 . 1 . 16.3.1 .5. Name of medicines used off-label in outpatient children from 12 to under 18 
years of age 

Oral contraceptives (61 %) and ketoprofen(6%) were the most frequent active substances used off

label in older children and adolescents. 

3 . 1 . 1 7 .  Portugal 

There was no quantitative measure of the extent of use of medicines in the paediatric population in the 

submitted dataset. An ana lysis of a surrogate measurement: the frequency of appearance of medicines 

belong ing to various ATC classes in the submitted list was therefore performed . 
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Corticosteroids for systemic use, a ntineoplastic agents, antiepileptics, ana lgesics and antipyretics were 

mentioned most frequent. 

3.1 . 1 7.1.  Medicinal products used off-label 

Antineoplastic agents, H2-receptor antagonists, proton pump inhibitors, corticosteroids for systemic 

use, anxiolytics, analgesics and antipyretics were mentioned most frequent as having been used off

label. 

3.1 .17 .1 .1 .  Off-label in relation to pharmaceutical form 

Solutions for i njection (47%), tablets (36%) and oral solutions (6%) were the pharmaceutical forms 

most frequently used off-label .  

3 . 1 . 17. 1.2. Off-label in relation to the source of information 

9 out of the 22 hospita ls participating in the survey submitted off- label use data. Most data were 

submitted by an oncology hospital (wh ich may explain the lead ing position of the chemotherapeutic 

agents) .  

3 . 1 . 18. Romania 

The paediatric off- label use was analysed using the following criteria : name of  medicinal product used 

off- label,  pharmaceutical form of the med icinal product used off-label, treatment length and total 

number of patients. 

3.1.18.1.  Medicinal products used off-label 

3 . 1 . 18. 1 . 1 .  Name of medicines used off-label 

Ranitidine as solution for injection (3 1%), drotaverine as solution for injection (23%), norfloxacin for 

oral use ( 18%) and famotidine for oral use ( 13%) were most commonly used off-label in the paediatric 

population. 

3 . 1 . 18.1 .2. Pharmaceutical form of the medicinal product used off-label 

Solutions for injections (53%), followed by the oral pharmaceutical forms (aggregate : 45% of the total 

use) were the most frequently encountered pharmaceutical forms among the medicinal products used 

off-label. 

3 . 1 . 18.1.3.  Estimate of the extent of the off-label use 

An estimate of the extent of the off- label use was computed by multiplying the annual number of 

treated patients by the average length of treatment provided. Ran itidine, norfloxacin, famotidine, 

a lprazolam and amlodipine were the most frequent med icinal products used off- label .  

3 . 1 . 19. Siovenia 

Submitted data were broken down according to the the following criteria : name of u nauthorised 

medicine in use, pharmaceutical form and the regulatory status of the medicinal  product. 260 

unauthorised medicinal products were identified, 97 of wh ich had a marketing a uthorisation in at least 

one EU Member State. 
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3. 1 . 1 9.1.  Unauthorised use 0' medicinal products 

3 . 1 . 19 . 1 . 1. Name of medicine used unauthorised 

Vitamin E as powder for oral use, phenobarbital as tablets, omeprazole as capsules and dextriferron as 

syrup were the most common medicinal products used unauthorised. 

3 . 1 . 19 . 1.2. Pharmaceutical form of the medicinal product used unauthorised 

Solutions for injection(20%), tablets ( 16%) and syrups (8%) were the most frequent pharmaceutical 

forms used unauthorised. This i nformation relates to inpatients. 

3 . 1 . 19. 1.3.  Authorisation status of the medicinal products used unauthorised in the 
paediatric population in other jurisdictions 

37% of the identified medicinal products used unauthorised in the paediatric population were 

authorised in other jurisdictions within the E U .  Additional data on each jurisdiction was not available. 

3. 1.1 9.2. Off-label use 0' medicinal products 

3 . 1 . 19.2 .1 .  Off-label use in relation to age 

The most frequent 10 substances used off- label in all age groups are summarised in the table below : 

1 .  Salbuta mol 6 . Ranitidine 

2 .  Omeprazol 7.  Gentamicin 

3. Dextriferron 8 .  Vitamin  C + calcium carbonate + calcium 

lactate gluconate 

4. Metamizol 9. Pantoprazol 

5. Aminophyll ine 10. M iconazole 

3 . 1 . 19.2.1 .1 .  Off-label use in premature newborns 

In this age group, the list of the most frequent 10 medicines used off- label was : 

1 .  Dextriferron 

2 .  Aminophylline 

3. Vitamin C+calcium carbonate+calcium lactate 

gluconate 

4. Miconazole 

5. Lyophil l ised lactic acid bacteria 

3 . 1 . 19.2.1.2. Off-label use in term neonates 

6 .Iron succinyl-protein complex 

7. Fluconazol 

8 .Gentamicin 

9 .Clotrimazole 

10 . Imipenem+cilastatin 

Term neonates were treated off- label with the following 10 most used substances : 

1 .  Gentamicin 

2. Tobramycin 

3. Metamizol 

6 .Cefotaxim 

7. Lyophi l l ised lactic acid bacteria 

8 .Dopamine 
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4. Ceftriaxone 

5. Fentanyl 

9 .M idazolam 

10 .Pantoprazol 

3 . 1 . 19.2. 1 .3.  Off-label use in infants and toddlers 

In this age group, the most frequent medicines used off- label were : 

1 .  salbutamol 

2. Fenoterol + ipratropium bromide 

3. Metamizol 

4.  Trimetoprim+sulphamethoxazole 

5. Furosemid 

6 .Gentamicin 

7 .D iclofenac 

8 . Methylprednisolone 

9 .M idazolam 

10 .0xymetazoline 

3 . 1 . 19.2. 1 .4. Off-label use in children (aged 2 to 1 1  years) 

The most frequent 10 medicines used off- label in this age group are summarised below : 

1 .  Ranitid ine 

2. Amoxici l l in + clavu lanic acid 

3. salbutamol 

4. Acyclovir 

5. Ceftriaxone 

3 . 1 . 19.2. 1.5. Off-label use in adolescents 

6 . Loratadine 

7 . Metamizol 

8 .0meprazol 

9 .  Pa ntoprazol 

10 .Acetylsalicil ic acid 

The most frequent 10 medicinal products used off- label in adolescents were : 

1 .  Omeprazol 

2. Calcium carbonate 

3. Calcitriol 

4.  Warfarin 

5. Enalapri l  

3 . 1 . 20. Sweden 

6. Fluticasone 

7 .  Clemastine 

8 .0lanzapin 

9 .Acetylsalici l ic acid 

1 0 . Ranitidine 

3. 1.20.1.  Over-the-counter (OTC) medicines use 

Certa in med icinal products are sold OTC in chi ldren.  Questionnaire response ana lysis showed that 

children had used 0 .9  OTC substances on average. 65% of the child ren visiting an emergency ward 

and 67% of the 13 year old Stockholm inhabitants had used at least one OTC medicine. 

3. 1 . 20 . 1 . 1 .  Approximation of the total OTC medicine use among Swedish Children 

The Summa ries of Product Characteristics (smPC) of medicinal products sold OTC in sweden in 2007 

were analysed to define the age l im its for OTC use . An a pproximation of the percentage of med icine 

use in the paediatric population was made in view of the following criteria : 
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Percentage Interpretation 

o Not l ikely to be used OTC in chi ldren (e.g . topical minoxidi l) 

1 Cou ld be used by chi ldren as OTC and to some extent among adolescents 

(e .g .  omeprazole, nicotine) . 

10 Use of  OTC to some extent in a specific age g roup such as adolescents or 

chi ldren (e.g. naproxen, ketoprofen) 

20 Use of OTC in the same extent as in  the adult population (e.g.  loratadin 

tablets, paracetamol tablets) 

99 Almost exclusively used by chi ldren OTC (e.g .  paracetamol oral l iquid, 

xylometazolin lower strength) 

A factor was developed to estimate the number of packages used OTC in chi ldren .  

The total number of  packages sold for each medicine was multipl ied with the factor described above 

and grouped with rega rd to the ATC classification and the pharmaceutical form. The tota l number of 

Swedish chi ldren in 2007 was collected from the Swedish Statistical Bureau(SCB) .  

3.1 .20. 1 . 1 . 1 .  Number and name of medicinal products sold as OTC 

10.4 m il l ion packages were sold OTC for the paediatric use (5 OTC medicine packages/chi ld x year) . 

Paracetamol (30%), oxymetazoline ( 1 1%),  xylometazoline (7%), ibuprofen (7%) and bromhexine 

(6%) were the most frequent sold substances. 1 1% of the packages sold lacked information on 

paediatric dosage. Caffeine and levonorgestrel were the most frequent tablets sold OTC. 

3. 1.20. 1. 1 .2.  Pharmaceutical forms of medicinal products sold as OTC 

The pha rmaceutical forms estimated to be sold OTC for children were: tablets (28%), oral l iquids 

( 18%), nose appl ications ( 18%), topical formulations ( 12%) and recta l formulations (8%).  

3. 1.20.1.2. Analysis of the off-label use of OTC medicines among a selected population of 
Swedish children living in Stockholm 

The proposed questionnaire was answered by 2823 chi ldren ( 1416  boys/1407 girls) with a mean 

weight of 48±9.8 kg and a mean age of 13±0.8 years. 1885 patients (67%) reported use of one or 

more of the 2550 OTC medicines (0.9 OTC medicines / person) .  Al l  participating chi ldren were over 1 2  

years old and a l l  substances used were on-label with regard to age l imits presented in the reg istered 

package insert. 

The most frequently used OTC medicines were paracetamol (48. 2%), ibuprofen ( 14 . 5%),  

antih istamines for systemic use ( 1 1 .3%) and anti-a llergie products for intraocular use (7 .2%) .  

3 . 1 . 20. 1.3.  OTC medicine use in paediatric outpatients (children visiting an emergency 
department) 

274 out of the 960 paediatric patients visiting the emergency department ( 28,5%) answered the 

questionna ire (mean age= 3.99 years) .  More than 50% were aged from bi rth to 2 years of age with a 

small  overrepresentation of boys (52%). 

Each patient/parent reported an average tota l use of 1 .  7 medicines, of which 0.9 were OTC. 

The most frequent used OTC medicines were paracetamol (60%), nasal decongestants( 15%), 

ibuprofen( 10%), vitamins (9%) and cough syrup (3%). 
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3.1.20.2. Paediatric medicine use at hospitals 

Data was collected on 1515  paediatric inpatients during a 2-day period rendering in a total of 5566 

prescriptions. The average age of the study population was 5.7 years (SD 5.9) (M/F== 1 , 12/ 1 ) .  The 

most common age-group was children (42%), followed by adolescents ( 23%), neonates (21%) and 

infants ( 14%). 

Of al l  prescribed medicines, 83  % were authorised, 1 2  % were pharmacy prepared and 4 % unl icensed 

medicines. The h ighest proportion of unauthorised medicinal products was found among ATC dass A, 

for example l iquid multivitamins.  Medicines for the nervous system, (for example i .v .  morphine and 

oral and intravenous caffeine citrate) constituted the highest proportion of extemporaneously prepared 

medicines. 

40% of all prescriptions were products for i ntravenous use and 42% were oral forms. 50% of the 

prescriptions were used for treatment, 34% for prevention and 7% for both. The most common 

treatment indication was pa in ( N == 739), followed by conditions associated with prematurity ( N == 349), 

infection (N== 186),  heart fai lure ( N == 107) and nutrition difficulties ( N == 106) .  

3. 1 . 20.2.1 .  Authorised medicinal products 

The g roup of med icinal products most commonly prescribed, dassified according to the ATC codes, was 

ATC-N, followed by ATC-B. The most common medicinal  products prescribed were paracetamol ( 12%),  

followed by intravenous carbohydrates (6%) and electrolyte solutions (3%).  

3. 1.20.2.2. Medicinal products used off-label 

The proportion of off-label medicinal use was 35% of al l  prescriptions of authorised medical products. 

The highest use of off-label d rug use was found among d rugs for the nervous system, e.g.  morphine, 

as wei l  as medicines for blood or  blood forming organs, e.g. intravenous glucose. 

The highest proportion, although low in numbers, was found among topical dermatological (ATC g roup 

D) and the ophthalmologic (ATC g roup 5)  medicines. 

More than 200 prescribed medicinal products were administered off- label, most commonly i ntravenous 

formulations that were administered oral ly.  

Infants represented the most common age g roup receiving at least one medicinal product off-label; 

they were followed by neonates and chi ldren (table 1 ) .  Use of at least one extemporaneously prepa red 

medicina l  product, as weil as use of unauthorised medicinal products, was most frequent in the 

neonatal age group. 

Table 1: Percentage of patients with at least one prescription of licensed, off- label, pharmacy 

prepared or unauthorized med icinal product, respectively, by age group.  

Age g roups All Prescription License Off-label Pharmacy Unauthorized 

Patients / Patient d ( % )  ( % )  prepared ( % )  

Neonates 

( N )  
( N )  

( % )  

3 1 3  4 . 0  8 2  57 45 
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Age groups All Prescri ption License Off-label Pharmacy Unauthorized 

Patients / Patient d ( % )  ( % )  prepared ( % )  

Infants 

Chi ldren 

Adolescents 

( N )  ( % )  
( N )  

205 4 . 1  95 67 27 

64 1 3 . 4  96 57 23 

355 3 . 7  98 37 19 

3. 1.20.3. Off-label use in paediatric outpatients 

19 

4 

7 

We analyzed the number of prescriptions dispensed for each medicinal product, g rouped by ATC class 

and age (proposed age distribution : 0-27 days, 28 days- less than 6 months, 6 months- less than 1 

year, 2years - less than 6 years, 6 years - less than 12 years, 1 2  years - less than 16 years and 16 

years - less than 18 years) .  

898 different medicinal products (2 .2  mil l ion prescriptions) were dispensed to paediatric patients in  

Sweden and 393 substances were d ispensed more than 100 times. Age l imits for the a uthorised use in 

paediatrics were identified for 386 substances. 

36% of the 386 substances were classified as having had an authorised use whereas 64% had at least 

once been used as off- label with respect to the patient's age at the time of prescribing . 

The 247 substances used off- label were dispensed 1 .02 mil l ion times (around 290 000 were off- label 

with respect to age) . 

13 .5% of the prescriptions were off- label with regard to age of the patient. 

3 . 1 . 20.3. 1 .  Off-label use by ATC class 

ATC classes J and R were d ispensed most commonly, but had both a low off- label prescription rate 

(0, 1 %  and 3, 1 %  respectively) .  In contrast, ATC group G had a very high off- label prescription rate 

(97,3%), despite it being less often d ispensed. 

3. 1.20.3.2. Off-label use by age group 

The tables below show the most frequently used medicinal products by age group :  

Top 10 substances used off-label ( a l l  a g e  groups) 

1 .  Budesonid 

2. Opium derivatives and expectorants 

3. Cetirizin 

4. Desloratadin  

5 .  Desorgestrel 

6. Diclofenac 

7. Formoterol and other a nti-asthmatics 

8. Fusidic acid 

9. Cough suppressors and expectorants 

10. Ibuprofen 

Top 10 substances used off-label ( age group from bi rth to 28 days) 

1. Fusidic acid 

2 .  Chloramphen icol 

3. Trimetoprim 

4. Nystatin 

5. Myconazole and combinations 

6. Dicycloverine 

7. Ceftibuten 

8. Sulphametoxazole plus trimetoprim 

9. Ferrous fumarate 

10 .  Oxymetazolin 
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Top 10 substances used off-label (age group from 1 to 6 months) 

1 .  Fusidic acid 

2. Absorbed pneumococcal conjugated vaccine 

3 .  Chloramphen icol 

4. Budesonid 

5. Myconazole and combinations 

6. Clemastine 

7. Dicycloverine 

8. Trimetoprim 

9. Sulphametoxazole plus trimetoprim 

10. Ephedrine 

Top 10 substances used off-label (age g roup from 6 to 12 months) 

1. Budesonid 

2 .  Fusidic acid 

3. Chloramphenicol 

4. Clemastine 

5. Sulphametoxazole plus trimetoprim 

6. Absorbed pneumococcal conjugated vaccine 

7. Myconazole and combinations 

8. Trimetoprim 

9. Ibuprofen 

10.  Ceftibuten 

Top 10 su bstances used off-label (age group from 1 to 2 years) 

1 .  Fusidic acid 6 .  Cough suppressors and expectorants 

2. Clemastine 7. Myconazole and combinations 

3. Budesonid 8. Ibuprofen 

4. Chloramphen icol 9. Desloratadine 

5 .  Sulphametoxazole plus trimetoprim 10. Absorbed pneumococcal conjugated vaccine 

Top 10 substances used off-label (age group from 2 to S years) 

1. Clemastine 

2 .  Budesonid 

3. Fusidic acid 

4. Chloramphenicol 

5. Cough suppressors and expectorants 

6. Opium derivatives and expectorants 

7. Desloratadine 

8. Loratadine 

9 .  Sulphametoxazole plus trimetoprim 

10. Trimetoprim 

Top 10 su bstances used off-label (age group from 6 to 1 1  years) 

1 .  Budesonid 6 .  Mometasone 

2. Clemastine 7. Opium derivatives and expectorants 

3 .  Loratad ine 8 .  Chloramphenicol 

4. Desloratadine 9 .  Cetirizin 

5. Fusidic acid 10. Formoterol and other anti-asthmatics 

Top 10 substances used off-label ( age g roup from 12 to 1S years) 

1. Levonorgestrel+estrogens 6. Diclofenac 

2. Budesonid 7. Loratadine 

3. Mometasone 8. Cetirizin 

4. Desloratadine 9. Natrium fluoride 

5. Opium derivatives and expectorants 10.  Formoterol and other anti-asthmatics 
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Top 10 substances used off-label (age group from 16 to 18 years) 

1. Levonorgestrel+estrogens 

2 .  Desorgestrel 

3 .  Diclofenac 

4 .  Mometasone 

S. Budesonid 

6 .  Pivmeci l inam 

7.0pium derivatives and expectorants 

8. Norgestimat + estrogens 

9. Natrium fluoride 

10 .  Desloratadine 

3. 1.20.3.3.  Off-label use by route of administration 

The most frequent routes of admin istration used off-label were the oral route, followed by the topical 

eye appl ication a nd the inha lative route. 

3 . 1 . 2 1 .  U nited Kingdom 

The United Kingdom referred to the British National Formulary for Children (BNFC) for a data synopsis 

on the off-label and unauthorised use of medicina l products in the paediatric population. No dataset 

was submitted . 

In section "How BNF for children is constructed" of the above mentioned source it is stated that "BNFC 

uses about 80 cl in ical advisers throughout the UK to help with the production of each edition . "  "These 

cl in ica l experts help to ensure that BNFC remains reliable by : [ ... ] advising on the use of unl icensed 

medicines or of licensed medicines for unlicensed uses ('off-label' use)". 

The information provided by the above-mentioned source on off-label use is put together via an 

"expert opinion" process. It was not further analysed . 

3.2. Data analysis by type of outcome measurement 

All attempts of merging the submitted datasets for the purpose of a global analysis were unsuccessfu l ,  

due to the extreme data heterogeneity. 

3 .2. 1 .  Defi ned daily dose as measure of the extent of use 

This way of reporting the extent of use was mainly chosen by many countries situated in Northern 

Europe (Norway, Denmark, Iceland) .  Of note, some Northern countries (Denmark, Iceland) reported 

the overal l  use, while others reported on the off- label use of the medicinal products or on the 

unauthorised use (Norway) .  

3.2.2.  Other measures of the extent of use 

Other measures of quantifying medicines uti l isation were used by the Member States in their data sets : 

number of packages, number of prescriptions, number of patients, cost data . The use of these 

parameters, although useful for ana lysing the data set separately and making national comparisons, 

did not al low for further grouping of the datasets for the purpose of a globa l  analysis and did not 

enable cross-national comparisons. 
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4. Summary of main findings 

The majority of the submitted data focused o n  the existing off- label use in children; the few datasets 

referring to the existing authorised use of medicines are therefore difficult to extrapolate. 

The most frequent medicines used off-label and unauthorised belong to the following therapeutic 

classes : antiarrhythmics, antihypertensives ( rennin-angiotensin inh ibitors and beta-blockers),  proton 

pump inhibitors and H2-receptor antagonists, antiasthmatics, and antidepressants (main ly selective 

serotonin reuptake inh ibitors, serotonin-norepinephrine reuptake inh ibitors and tricyclic 

antidepressants) .  A high rate of off- label use of ora l contraceptives was encountered in adolescents, 

mainly reported in Scandinavia . There is extensive off-label use of antim icrobials (macrolides, 

betalactamines plus betalactamase inhibitors and carbapenems) in  very young chi ldren.  Corticosteroids 

(dexamethasone) are frequently reported to be used off- label in the systemic treatment of very young 

chi ldren .  Some steroids for systemic use (e.g .  dexamethasone) are not even authorised in some 

countries (Norway) .  Most other steroids used off- label in children were topical medicines for 

dermatologic use. 

The analysis of the pharmaceutical forms shows that both oral and parenteral formu lations are being 

used unauthorised or  off-label, pointing out at a common reason wh ich is the lack of appropriate 

dosages and strengths for the treated age groups. 

Some of the analysis results are surprising .  Among them we mention the off- label use of mu ltivitamins 

and of many antiasthmatics, despite the high paediatric incidence of this condition. 

5. Li mitations of the ana lysis 

The ana lysis a bove is subject to a number of l im itations, some of wh ich are l isted below : 

1 .  Data heterogeneity was expected, a s  the exercise was based o n  existing data as opposed to 

performing a prospective survey across the EU .  Such a prospective survey would have required 

extensive resources, including funding. Data heterogeneity therefore reflects different data sets 

and formats, as ava i lable to the different National Competent Authorities. Any international 

comparison was therefore impossible, as these differences are mostly reflecting methodological 

differences rather than d ifferences in use. 

2. Most datasets could only be considered representative for the specific paediatric subsets in the 

different individual countries. Different age subsets (when available) had an unba lanced 

representation in the datasets. For reports on the OTC medicine use it should also be 

emphasised that it is subject to recal l  bias. 

3.  So me Member States did not submit any data ; submitted data may not be fu l ly representative, 

as more than 50% of EU the paediatric population was not covered . Furthermore, the 

compliance of data submitted with the gu idance issued by the Paediatric Committee was 

actually poor, adding to the complexity of the analysis. 

4 .  Some datasets d i d  not distinguish between authorised, unauthorised a n d  off-label use of 

medicines. The definitions of the 'uses' of medicinal products (authorised, unauthorised, off

label )  were subject to d ifferent interpretations (e .g .  extemporaneous medicinal products are 

either considered unauthorised or off-label )  in the Member States. In addition, the status of a 

medicinal product does differ between countries, i .e .  a product that is authorised in one 

Member State is not authorised in  another. 
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5. The absence of an adequate quantitative measurement of the extent of use for so me of the 

datasets analysed led to the ana lysis of the "number of appearances" of a product or product 

class in each dataset, which is of very l imited value. 

6 . For datasets using the dai ly defined dose (000) as the quantitative measure of the extent of 

use : the 000 is defined in adults, so this may be inaccurate in chi ldren. Furthermore not al l  

medicines have a WHO-assigned 000. 

7 . Every method used to quantify the paediatric extent of use is subject to individual l im itations 

e .g .  the number of prescriptions is va luable to evaluate the cl in ica l use of the medicinal 

product-dosages used per d iagnosis, but does not accurately reflect the tota l use (e.g .  if there 

are several indications per med icinal product) .  

8 .  Although off- label and unauthorised use of medicines in  chi ldren can be seen as a surrogate of  

the unmet therapeutic needs, the choice of a particular medicines may not be supported by 

scientific evidence in the majority of cases. It may therefore be more important to focus on 

the indications treated rather than the active substances themselves. 

9 .  Paediatric safety, w h  ich was one of the objectives of the survey, has not been addressed by 

the data received (only 2 datasets conta ined some safety data) .  This reflects the 

methodological difficulties related to a satisfactory safety reporting . 

6.  Discussion 

Prescriptions of  off- label and  unauthorised medicines for chi ldren i s  widespread throughout the 

European Union ( between 45-60% of the total number of prescriptions from this survey, confirming 

the results from previous publications). 60th hospitalised chi ldren and out-patients are frequently 

treated with medicines used outside the terms of their marketing authorisation. Higher rates were 

reported in the premature (up  to 90% of prescribed medication) and term neonates and in infants, as 

weil as in patients having serious conditions and being admitted in the intensive care un its ( both 

neonates and paediatric) .  Medicines are ma in ly used "unapproved" for the treatment of chi ldren, with 

lower figures for prophylactic uses. Not surprisingly, there are d ifferences with regard to the 

unapproved medicines use across the EU, partia l ly explained by d ifferent prescribing habits, but also 

by the regulatory status (approved or not, in all or some subsets) of the medicinal product in different 

countries. The main a reas of needs include oral contraceptives, wh ich up to now were not studied and 

approved in  adolescents despite identifying potentia l safety issues with first time users some years 

ago. This is now addressed by Paediatric investigation Plans. The other main areas are gastro

enterology ( reflux), cardiovascular (hypertension), respiratory (asthma) .  There is a need for cl in ical 

trials and supporting evidence for safety and efficacy of anti-asthmatics in chi ldren, especially since 

long term safety concerns were recently reported for the long-acting beta agonists (LA6A) .  This is a l l  

the more important as asthma affects principal ly chi ldren.  The use of anti-infectives requ ires 

supportive evidence in the younger age g roups. Although scarce, the data submitted confirm that the 

neonates, in particular preterm neonates, have high unmet needs. The future will have to address 

those needs through ded icated tria ls despite the feasibi l ity issues. 

Apart from the situations where the data are m issing, from the regulatory point of view, medicines 

correspond ing to the paediatric needs identified may fall under one of the fol lowing cases : 

a) The medicinal  product is authorised in some, but not a l l  the Member States a nd is therefore 

used as unauthorised in some countries. A rather s imple solution would require regulatory 

action at Member States level, in particular through the CMDh (Co-ordination Group for Mutual 

Recognition and Decentral ised Procedu res) to make those products ava ilable in all the Member 
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States, for example using MRP or DCP, or making use of the provisions of art. 1 26a of Di rective 

2001/83/EC. 

b) The medicinal product is authorised, but used off-label in the respective age 

g roups/ind ication/route of administration/dose/formulation. The follow up of art 45 may lead to 

widening indications, doses and information if the data submitted are of sufficient qual ity. 

Otherwise, it is hoped that the PUMA may answer some of the needs. 

c) There is a general lack of paediatric label l ing in the SmPC as weil as a lack of harmonisation of 

information between d ifferent generic medicines, d ifferent routes of administration of the same 

generic medicine or d ifferent pharmaceutical forms of the same medicine. The SmPC does not 

state the data used by the regulatory authority to a uthorise the different ind ications of the 

product. Regu latory action is needed to foster harmonisation of the paediatric label l ing.  

Applying the revised guideline on SmPC would a l ready take care of some of the discrepancies 

but will not address the issue of products a lready authorised for wh ich the SmPC is not going 

to be revised . 

d) The information on existing marketing authorisations at the level of the national competent 

authorities is d ifficult to access. Eudra pharm would address this need but in the mean time 

giving easy access to electronic national  databases would help identifying which products are 

authorised, at which dose and where. This would provide appropriate information to prescribers 

if the product has been developed and assessed in another Member state. 

7. Conclusions 

The present report provides an overview of the unmet treatment needs in the paediatric population by 

ana lysing the extent of unauthorised and off- label use of medicines in chi ldren in the various EU/EEA 

Member States. The review is not exhaustive and ana lysed very heterogeneous data . However, it is 

clear there are wide unmet needs everywhere in  Europe. The usefulness of this exercise will mainly be 

in defin ing wh ich waiver can or can not be granted by the PDCO. The Committee wil l  sti l l  be depending 

on the submission of applications. The outcome does not provide sufficient information as to the safety 

(only Austria has submitted some safety data) and genera l isabil ity of this data is not certa in .  However 

many publ ications have establ ished that adverse effects are more frequent, more serious and more 

underreported when medicines are used unauthorised or off- label .  It is expected that the Paediatric 

Regulation will improve the situation by ensuring that new products are meeting paediatric needs 

through the PIPs agreed by the Paediatric Committee. In the mean time, a number of easy to reach 

solutions could be proposed at least to make existing medicines available to al l  Member states and 

existing information to al l  prescribers for the sake of European chi ldren. 

This survey sheds further l ight on the unacceptable situation of the treatment of chi ldren in Europe, 

which will be addressed by the Paediatric Regulation. 
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J. Füzi', B. Reichardt', J. Fische,z 

Die Verordnung (EG) Nr. 1 901 /2006 des Europäischen Parlaments 
und des Rates über Kinderarzneimittel hat die Zielsetzung, die 
Entwicklung und den Zugang zu geprüften und zugelassenen 
Medikamenten für die pädiatrische Bevölkerungsgruppe zu 
ermöglichen. Außerdem sollen die verfügbaren Informationen zur 
Verwendung von Arzneimitteln bei Kindern und Jugendlichen 
verbessert werden. Damit können die offenen Fragen zu Wirksamkeit, 
optimaler Dosierung und Arzneimittelsicherheit auch in dieser 
besonders vulnerablen Patientengruppe beantwortet werden. Mit den 
Daten der Niederösterreichischen Gebietskrankenkasse (NÖGKK) 
und der Burgenländischen Gebietskrankenkasse (BGKK) soll die 
Realversorgung von Kindern und Jugendlichen im niedergelassenen 
Bereich dargestellt werden. 

Judith.Fuezi@bgkk.at 

Analysiert werden die Medikamentendaten aller pädiatrischen 
burgenländischen und niederösterreichischen Anspruchsberechtig
ten. Auf Datenbasis von FOKO, einem Standardprodukt der 
österreichischen Sozialversicherungsträger auf Basis der 
maschinellen Heilmittelabrechnung, wird die medikamentöse 
Versorgung nach Alter (0-1 8 Jahre) und Geschlecht erhoben. Die am 
häufigsten verordneten Medikamentengruppen werden anhand ihrer 
ATC-Codierung aufgezeigt. Ein weiterer Schwerpunkt der 
Versorgungsanalyse wird auf Psychopharmaka gelegt, insbesondere 
auf jene, die keine pädiatrische Zulassung haben. Eine 
Zeitreihenbetrachtung der Jahre 2008-201 1 zeigt die 
Trendentwicklung. 

Jedes zweite Kind und jeder zweite Jugendliche erhält innerhalb eines Jahres zumindest ein Medikament, wobei es keine signifikanten 
geschlechtsspezifischen oder regionalen Unterschiede gibt (Grafik 1 ) .  Antibiotika (J0 1 ), Antihistaminika (R06) und Medikamente für Asthma (R03) 
sind jene Medikamentengruppen, die am häufigsten rezeptiert werden (Grafik 2). Die Verordnungen von Psychopharmaka sind seit dem Jahr 2008 
stetig angestiegen. Im Jahr 201 1  wurden über 9.000 Psychostimulanzien (N06B) verordnet (Grafik 3). Die Therapie erfolgt bei Psychopharmaka oft 
au ßerhalb der Zulassung (Tabelle 1 ) . 

Grafik 1 ArteII der KInder niI MdIGm!rt� M allEn 
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Amoxicillin (J01CR02) ........................ ;;-1 .;j34 
Cefaclor (J01 DC04) ............ . 23.333 

Clarithromycin (JOI FA09) ••••••• 17.621 

Desloratadin (R06AX27) ••••••• 16.457 

Montelukast (R03DC03) ........ . 15.540 

Sabutamol (R03AC02) ....... '5.398 

Azithromycin (J01 FA10) •••••• 1, •. • 50 

Cefixim (J01DD08) ••••• 12.641 

Phen.methylpen.·Benz. (J01CE10) ••••• 12.387 

Cefpodoxim (J01DDt 3) ������J'�2=.292� __ L_L_L_L_ 
Tabelle 1 

Einsatz von ausgewählten Psychopharmaka 
ohne Zulassuna bei Kindern 201 1  

ATC Substanzen Summe von Patienten Summe von Vo 
N02CC03 Zolmitriptan 90 200 
N02CC06 Eletriptan 4 6  1 04 
N03AX 1 5  Zonisamid 2 1  276 
N05AH03 Olanzapin 88 425 
N05AH04 Quetiaoin 295 1 .455 
N06AB03 Fluoxetin 1 50 553 
N06AB04 Citalooram 84 2 1 1 
N06AB05 Paroxetin 40 1 1 8 
N06AB1 0 Escitalooram 1 49 548 
N06AX03 Mianserin 8 1 9  
N06AX05 Trazodon 224 433 
N06AX l l  Mirtazaoin 1 04 275 
N 0 6A X 1 6  Venlafaxin 55 249 
N06DX02 G inkao biloba 1 00 1 40 
N07CAOI Betahistin 31 38 
N07CA03 Flunarizin 56 87 

1 . 54 1 5 . 1 3 1  

," •. > !,2� :t,�2 . ��;ij,t�: : ��, . . i:. :��,,:�i";;:,. ICHLUS8FOL '�-� ��,�f����;�: , '. 
..' j ::r

: �; ,.",;�;):;;, r:". "'. 
Die personenbezogenen Abrechnungsdaten der SV-Träger sind eine gute Datenbasis, um Handlungsfelder zur Optimierung der medikamentösen 
Versorgung von Kindern und Jugendlichen aufzuzeigen. Vor allem die häufigen Antibiotikaverordnungen, die Entwicklung der 
Psychopharmakaverordnungen und der E insatz von Psychopharmaka außerhalb der Zulassung sollte kritisch betrachtet werden. 

B (g; K N -"' G K K  
B ,I I " . I I . J i J C "  
" . " ' s ! , . " l ,. . i , S J ,  

1 5. Wissenschaftliche Tagung, St. Pölten 201 2  
Österreichische Gesellschaft Public Health 
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Änderu ng von Psychotropenverordn u n g  
und Suchtgiftverord n u n g  

Protonenpumpenhemmer: M agnesiummangel 
bei Langzeittherapie 

Versorgun gsdaten der SV-Träger zu 
M ethylphenidat und Atomoxetin 

Amyotrophe Lateralsklerose und Ril utek® 

F a k t e n  

K o s t e n  

T r e n d s 

M edi kamentöse Therapie der milden Hypertonie 
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Ande r u ng 
vo n Psyc h o  
t r o p e n v e r 
o r d n u n g  
Psychotropenverordnung 

GEMÄSS DEM NEUEN § 10 (3) der Psychotropen
verordnung dürfen Flunitrazepam-hältige Arzneimit
tel (Rohypnol®, Somnubene®j ausschließlich auf 
Suchtgiftrezepten (Suchtgift-Einzelverschreibungen) 
verordnet werden. In der Folge gelten ein ige der 
strengen Bestimmungen der Suchtgiftverordnung 
nun auch für Verschreibungen von Flun itrazepam
hältigen Arzneimitteln. Was bedeutet dies in  der 
Praxis? 

DIES BEDEUTET IN erster Linie, dass Rohypnol® 

und Somnubene® von Vertragsärztinnen und -ärzten 
zwar weiterhin auf Kassenrezeptformularen ver
schrieben werden dürfen, das Rezept aber durch 
Aufkleben der Suchtgiftvignette auf der Vorderseite 
als Suchtgiftverschreibung zu kennzeichnen ist. Die 
Verordnung von Flunitrazepam unterliegt außerdem 
derselben Dokumentationspflicht wie Suchtgifte. 
Wie bei suchtgifthältigen Arzneispezialitäten sind 
nun  auch bei Rohypnol® und Somnubene® d ie  
Packungsgröße und d ie  Anzahl der  verschriebenen 
Packungen wörtlich anzugeben. Außerdem ist eine 
genaue Gebrauchsanweisung anzuführen, und die 
Unterschrift der Ärztin/des Arztes muss eigenhändig 
mit Vor- und Nachname erfolgen. 

DER NEUE § 10 (4) der Psychotropenverordnung 
legt fest, dass bei Arzneimitteln, die psychotrope 
Stoffe aus der Gruppe der Benzodiazepine enthal
ten, die wiederholte Abgabe auf Basis von § 4 (2) 
Rezeptpflichtgesetz verboten ist. 

DIESE ÄNDERUNGEN DER Psychotropenverord
nung traten am 15. Dezember 2012 in Kraft. 

2 

u n d  S u c h t 
• f t v g 

o r d n u n g 
I e r 

Suchtgiftverordnung 
IN § 20 (1) der Suchtgiftverordnung wurde die Gültigkeit 

von Einzelverschreibungen von Suchtgiften der Anhänge 
I ,  11 und IV der Verordnung von bisher 14 Tagen auf einen 
Monat ausgedehnt. Dies bedeutet, dass die EinzeIver
schreibungen nunmehr ihre Gültigkeit verlieren, wenn 
die Abgabe nicht spätestens einen Monat nach dem 
Ausstellungsdatum erfolgt. Bei  Substitutions-Einzelver
schreibungen hingegen wurde die Frist von maximal 14 
Tagen beibehalten. Suchtgiftvignetten waren entspre
chend der bisherigen Rechtslage mit einem Hinweis 
auf die 1 4-tägige Gültigkeit versehen. Noch eventuell 
vorrätige Altbestände an diesen Vignetten verlieren 
jedoch ihre Gültigkeit nicht und sollen im Interesse der 
Wirtschaftlichkeit aufgebraucht werden. 

DIESE ÄNDERUNG TRAT am 31. Oktober 2012 in Kraft. 

Red. 
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Protonenpumpenhemmer: Magnesium

mangel bei Langzeittherapie 

Bettina Schade, Institut Pharmakovigilanz 
BASG - Bundesamt für Sicherheit im Gesundheitswesen 
AGES - Österreich ische Agentur für Gesundheit und Ernährungssicherheit 
E-Mai l :  ph arm-vigi l anz@ages . at 

I n  den späten 1 980ern kam m i t  den  Proto n e n p u m p e n h e m m ern (PP I) e i ne S ubstanzklasse auf 

den M arkt, m it der es mög l ich  w u rde,  die Magensäu re p rodukt ion effektiv und dauerhaft zu u n 

terd rücke n .  D a m i t  stan d  n icht n u r  e ine  wi rksame Therapieform säu reassoz i ierter Erkran kungen 

wie Refluxösophagit is  oder peptischen U l ku s  sondern auch e i ne Präventivmaßnahme für  deren 

Fol geersc h e i n u n g e n  wie der  U lkusb lutung zur  Verfü g u n g .  I n  Österreich s ind  m ittl e rwei l e  e ine 

Re ihe  von Protonen p u m pe n h e m mern m i t  u ntersc h i e d l i chen Wirkstoffen auf d e m  Markt (zB 

Omeprazol ,  Esomeprazol ,  Lansoprazol ,  Rabepraz o l ,  Pantoprazol ) .  Neben den  rezeptpfl icht igen 

Präparaten s ind  auch e i n i g e  freiverkäuf l iche Arzneispezia l i täten z u r  (ku rzzeit i gen ! )  Se lbstmedi 

kat ion verfüg bar. 

IM UNTERSC H I E D  ZUR Wirkweise der Antihista
min ika. die die Freisetzung von Histamin und die 
damit  verbu ndene Stimu l ierung der magensäu
reproduzierenden Parietalzellen hemmen, zeigen 
PPI ein direktes Wirkprinzip. Die Wirkstoffe dieser 
Substanzklasse setzen durch die irreversible Blo
ckade der H-K-ATPase (oder Protonenpumpe) an 
der letzten Stelle der Säureproduktion an. Hierbei 
werden nur jene Parietalzellen blockiert, die sich 
gerade im aktiven Zustand befinden. Dies erklärt die 
Tatsache, dass sich die optimale Wirkung eines PPI 
bei einmal täglicher Einnahme nach einigen Tagen 
zeigt, der Effekt jedoch nach Absetzen noch für ca. 
24-48 Stunden anhält. 

PPI & Hypomagnesiämie 

Das direkte Wirkprinzip der PPI  

erklärt die optimale Wirkung bei 

einmal tägl icher Einnahme nach ei

nigen Tagen, und das Anhalten des 

Effektes tür 24-48 Stunden nach 

Absetzen . 

NACH KALIUM IST Magnesium das am weitesten Hypomagnesiämie bei Patientinnen und Patienten 
verbreitete intrazelluläre Ion, es wird hauptsächlich bekannt, die über einen längeren Zeitraum (ab drei 
über das Ileum resorbiert und zu 5 % über die Nie- Monate, in  den meisten Fällen länger als ein Jahr) 
ren ausgeschieden. Normale Plasmaspiegel liegen unter Therapie mit PPI standen. Dabei traten sowohl 
zwischen 1 ,8 und 3,0 mg/dl. Klinische Symptome neurologische (zB Tetanie, konvulsive Krisen) als 
einer Hypomagnesiämie treten bei Plasmaspiegeln auch kardiologische (zB ventrikuläre Tachykardien 
unter 1 ,5 mg/dl auf. infolge von Hypokalziämie) Symptome auf, die in 

ein igen Fäl len das Absetzen des PPls sowie d ie  
ÜBER DAS SPONTANMELDEWESEN wurden in  ein i- Verabreichung von Kalzium-Glukonat erforderlich 

gen europäischen Mitgliedstaaten Fälle von schwerer machten. 

3 
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DER PATHOMECHANISMUS DER PPI-induzierten Hypomagnesiämie ist bislang 
noch unbekannt, mehrere Hypothesen sind derzeit in Diskussion. So könnte die 
durch PPI bewirkte Hypochlorhydrie generell eine Veränderung in der Absorption 
von Mineralstoffen, die einen niedrigen pH-Wert erfordert, bewirken. Darüber 
hinaus wäre denkbar, dass PPI Einfluss auf die aktiven und passiven Transportme
chanismen nehmen, die in die Absorption von Magnesium im Dünndarm involviert 
sind. Auch eine genetische Prädisposition mit Veränderungen der Expression 
von Transmembranproteinen wie TSPM6, die dem Magnesiumtransport dienen, 
ist nicht auszuschließen. Eine weitere Theorie besagt, dass eine gleichzeitige 
Infektion mit Giardia lamblia eine Ursache darstellen könnte (1). 

DIE OBEN GENANNTEN Erscheinungen werden zwar nur vereinzelt beobachtet, 
können jedoch schleichend beginnen und leicht übersehen werden, theoretisch 
insbesondere dann, wenn bereits eine - unter Umständen länger als laut Indi
kation vorgesehene - Selbsttherapie mit rezeptfreien Präparaten durchgeführt 
wurde. Für Patient innen und Patienten, bei denen eine länger dauernde PPI
Therapie erwartet wird, sowie für jene mit begleitender Digoxin-Therapie oder 
einer Co-Medikation, die den Magnesiumspiegel senkt (zB Diuretika), wird daher 
empfohlen, den Magnesiumspiegel vor Beginn der Therapie zu bestimmen und 
gegebenenfalls periodisch zu kontrollieren. 

Zusammenfassung 

» Bei Langzeittherapie mit PPI wurden Fälle von z.T. schwerer Hypo

magnesiämie beobachtet. 

» D i e  Symptomatik zeigte sich nach 3 - monatiger Therapie , in  den  

me isten Fäl len j e doch nach e iner  E innahmedauer  von mehr  als 

einem Jahr und war nach Absetzen des PPI und Magnesiumersatz 

reversibel .  

» Die Symptomatik tritt nur vereinzelt auf,  kann aber (zB bei vorange 

gangener Selbstmedikation längerer Dauer) leicht übersehen werden. 

» Bei länger dauernder PPI -Therapie , E innahme von Digoxin oder Co

M e d i kation mit magnesiumsenkender Wirkung werden Kontrollen 

des Magnesiumspiegels vor und gegebenenfalls auch während der 

Therapie empfohlen. 

» Weitere wichtige Vorsichtsmaßnahmen und Warnhinweise f inden 

sich in den Fach- und Gebrauchsinformationen unter http: //www. 

basg .g v.at/ (Arzneispezialitäten register) . 

�Literatur 
( 1 )  Francois M et al. Chronic use 01 proton·pump inhibitors associated with giardiasis: A rare 

cause of hypomagnesemic hypoparathyroidism. Ann Endocrinol (Paris). 2008; 69 (5): 446-8. 

Epub 2008 Jul 9. 
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Versorgungsdaten der SV-Träger zu 

Methylphenidat und Atomoxetin 
Hintergrund 

M ETHYLP H E N IDAT U N D  ATOMOXETlN sind, in dieser Reihenfolge, die pharmakologische Option bei 
ADHS (I). Eine aktuelle Publikation weist allerdings auf eine Zunahme des Missbrauchs von Methylphenidat 
parallel zum Anstieg der Verschreibungen hin. Methylphenidat wird auch zur Verbesserung der kognitiven 
Leistungsfähigkeit missbraucht. Daten zur Prävalenz dieses Phänomens liegen allerdings nicht vor (2). 

Österreichische Versorgungsdaten 
FÜR DIE DARSTELLUNG der österreichischen Realversorgung m it ADHS-Medikamenten wurden die 

Abrechnungsdaten von 10 SV-Trägern (9 Gebietskrankenkassen und SVB) der Jahre 2008 bis 201 1 zusam
mengeführt und analysiert. 

Patientenanzahl 

2008: 5.524 Patientinnen und Patienten 
2009: 6.628 Patientinnen und Patienten = Steigerung gegenüber dem Vorjahr von 20 % 
201 0: 7.242 Patientinnen und Patienten = Steigerung gegenüber dem Vorjahr von 9 % 
201 1 :  7.277 Patientinnen und Patienten = Steigerung gegenüber dem Vorjahr von 0 % 

HOCHGERECHNET AUF GESAMTÖSTERREICH wurden 201 1 zwischen 8.233 und 8.265 Patientinnen und 
Patienten mit Methylphenidat oder Atomoxetin therapiert. 

Patientenverteilung nach Alter und Geschlecht: 

ENTSPRECHEND DER ERWARTUNGSHALTUNG sind viermal so viele Knaben wie Mädchen betroffen, und 
der Zenit liegt bei den 1 1 - bis 1 3-Jährigen (3, 4). 
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Verfügbare Tagesdosen 

ENTSPRECHEND DER VON der WHO publizierten DDD (definierte Tagesdosen) von 30 mg für Methylphenidat 
und 80 mg für Atomoxetin (5) wurden die durchschnittlich verfügbaren (= mit den SV-Trägern abgerechneten) 
Tagesdosen und die durchschnittliche Packungsanzahl pro Jahr erhoben. 

Definierte Tagesdosen pro Patient 
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Diskussion 

Datengrundlage 

DIE ERHEBUNG BEIN HALTET die Daten von über 6,7 Mio. Anspruchsberechtigten und ist daher repräsen
tativ für Gesamtösterreich im niedergelassenen Bereich. 

Patientenanzahl 

DIE PATIENTENZAHLEN ZEIGEN mit 20 % im Jahr 2009 einen ungewöhnlich hohen Anstieg, der in den 
Folgejahren abflacht. Dies könnte mit der Aufnahme der retardierten Formen von Ritalin® in den Erstat
tungskodex im Jahr 2009 zusammenhängen, wenn mit der Markteinführung ein verstärktes Marketing des 
Anbieters verbunden war. 

Alters- und Geschlechtsverteilung 

DIE ALTERS- UND Geschlechtsverteilung zeigt geschlechtsspezifische Unterschiede in der Altersverteilung. 
Bei den männlichen Patienten sind 90 % unter 27 Jahre alt und bei den weiblichen wird die 90 %-Grenze 
erst bei 47 Jahren überschritten. Auch die Relation männlicher zu weiblicher Patientinnen und Patienten 
von 5:1 bei den Jugendlichen nivelliert sich auf ein Geschlechterverhältnis von 1 : 1  bei den über 35-Jährigen. 

Dosierung, Packungen, Kosten 

DIE DURCHSCHNITTLICHEN PATIENTENBEZOGENEN definierten Tagesdosen, Packungen und Kosten zeigen 
eine homogene Verteilung bei den Kindern und Jugendlichen und eine unstete bei den Erwachsenen. Dies 
könnte ein Anzeiger dafür sein, dass die große Variabilität der Dosierung auf unterschiedlichen Bewertungen 
zur Dosierung und Therapiedauer bei Erwachsenen beruht. 

Verbesserungspotenzial 
DIE DIAGNOSE ADHS ist im Vorschulalter sehr schwer zu stellen. Entsprechend sind die ADHS-Medikamente 

erst ab dem sechsten Lebensjahr zugelassen. Der frühzeitige Beginn mit dieser Therapie und auch die 
Therapie der ADHS im Erwachsenenalter sind besonders kritisch zu hinterfragen. Auffallend ist der hohe 
Anteil erwachsener weiblicher Patientinnen. Der pharmakologische Wirkmechanismus von Methyplpheni
dat und Kokain ist praktisch identisch (2) Die hohe Anzahl an verfügbaren Tagesdosen bzw. Packungen im 
Jahrgangsdurchschnittswert etlicher Erwachsenenjahrgänge weisen auf Patientinnen und Patienten mit 
besonders auffälligem Bedarf hin. Ein Missbrauch kann hier vermutet werden. 
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http://edoc.rki.deloalarticles/reH8q4U LJcpSY/PDF/28tgPU5RAfa. pdf (Zugriff am 1 1 .6.2012) 
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http://www.kinderumweltgesundheit.de/index2/pdflgbe/6201 _1 .pdf (Zugriff am 23.1 1 .2012) 
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Amyotrophe Lateralsklerose 

und Rilutek
® 

D i e  Amyotrophe Lateralsk lerose (ALS) ist e i n e  Form e i n e r  Moto n e u ronenerkran kung u n d  tritt 

se h r  selten auf. Das e inz ige z u r  Behandl u n g  zugel assene M e d i kament ist R i l uzol  ( R i l utek®) ,  

d a s  i n  e i n e r  Dosierung v o n  2 x 5 0  m g  täg l i c h  e i n g e n o m m e n  w i rd .  I n  k l i n i schen Stu d i e n  kon nte 

ein lebensver längernder  Effekt um d u rchschn ittl ich  3 Monate von 1 1 ,8 auf 1 4 , 8  Monate ge

ze i gt werden (1). F ü r  zah l re iche andere u ntersuchte S u bstanzen (Gabapent in ,  G lati rame r, I nter

feron beta, Lamotr ig i n ,  Pentoxify l l i n ,  Topi ramat, . . .  ) kon nte i n  d ieser I n d i kation ke i n e  k l i n ische 

W i rksam keit  belegt werden (2). D iese S u bstanzen so l l te n  daher auch n i cht zur T herapie der ALS 

e i n g esetzt werd e n .  
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DIE HERAUSFORDERUNG BEI einer so seltenen Erkrankung, die einige hundert Patientinnen und Patienten 
in ganz Österreich betrifft, ist, dass die Diagnose rechtzeitig gestellt wird und die Patientinnen und Patienten 
entsprechend behandelt werden. 

VERGLEICH PUBLIZIERTER DATEN zur Realversorgung aus den Abrechnungsdaten von 9 Gebietskrankenkassen 
im Analysezeitraum 2008 - 201 1 (Streubereich bei den GKK) 

Jährliche Inzidenzrate pro 100.000 Einwohner 

Studien (1. 3. 4. 5, 7): 1 ,4 bis 2,2 I AbreChnUngSdaten: 1 ,7 (1 ,3 bis 2,8) 

Alter bei Therapiebeginn 

Studien (4, 6. 7): 57 bis 66 Jahre I AbreChnUngSdaten: 64,5 Jahre (62,5 bis 67,5) 

Frauenanteil 

Studien (3. 4. 6): 38 % bis 41 % I AbreChnUngSdaten: 47 % (41 % bis 58 %) 

Einjahresüberlebensrate 

Studien (1. 6): 58 % bis 74 % I AbreChnUngSdaten: 68 % (57 % bis 85 %) 

D I E  VERSORGUNGSA NALYSE HAT ergeben, dass die am häufigsten verordneten Medikamente für ALS
Patientinnen und Patienten neben Rilutek® Antidepressiva, PPI, Antibiotika, NSAR, ACE-I/ARB, Analgetika, 
Laxanzien und Antipsychotika sind. Die Krankenhausdaten weisen zusätzlich zu den 699 Patientinnen und 
Patienten, die im Zeitraum 2008 bis Juni 201 2 Rilutek® erhalten haben, weitere 280 Patientinnen und Patienten 
mit der Hauptdiagnose G12.2 (= Motoneuronerkrankung, ALS) aus, die nicht Rilutek® erhalten haben. Auf Grund 
der bescheidenen Wirksamkeit ("modestly effective") (2) könnte individuell auch eine alleinige symptomatische 
Therapie bevorzugt werden. 

Diskussion 
DIE DATEN DER Realversorgung mit Rilutek® zeigen eine sehr hohe Übereinstimmung mit den publizierten 

Daten klinischer Studien in den Parametern Inzidenz, Altersstruktur und Einjahresmortalität. Daraus kann eine 
hohe Versorgungsqualität im niedergelassenen Bereich für diese sehr seltene Erkrankung abgeleitet werden. 

RILUZOL IST NUN auch als Generikum verfügbar, welches seit November 2012 erstmalig im Warenverzeichnis 
gelistet ist. 
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(2) Mitehell  J D ,  Borasio GD: Amyotrophie lateral selerosis. Laneet 2007; 369 (9578): 203t-41 

(3) Ragonese P et a l :  Incidence 01 amyotrophic lateral sclerosis in Sicily:  A population based study, Amyotroph Lateral Seler.  2 0 1 2 ; 1 3  

(3): 284-7 

(4) Traynor BJ et al: Ineidenee and prevalenee of ALS in Ireland, 1995-1 997: a population-based study, Neurology 1 999; 52 (3): 504-9 

(5) N I C E: Guidanee on the Use of Riluzole (Ri lutek) for the Treatment of Motor Neurone Disease. Teehnology Appraisal Guidanee No. 20; 
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http://www.niee.org.u k/nieemedia/pdflRILUZOLE_ful l_guidanee.pdf (Zugriff am 23.1 1 .2 0 1 2) 

(6) Bensimon G, Lacomblez L,  Meininger V: A controlled trial 01 riluzole in amyotrophic lateral sclerosis, N Engl J Med. 1 994; 330 (9): 

585-91 

http://www.nejm.org/doi/ful l/10.  1 056/NEJM1 99403033300901 (Zugriff am 23.1 1 .2012) 

(7) Logroseino G et al :  Ineidenee of amyotrophie lateral selerosis in Europe, Neurol Neurosurg Psyehiatry. 2 0 1 0  Apr; 81 (4):  385-90 

http://www. nebi.nlm.nih.gov/pme/artieles/PMC285081 9/pdflnihms184690.pdf (Zugriff am 23.1 1 . 2012) 
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Medikamentöse Therapie der milden 

Hypertonie 
" D I E  C O C H R A N E  COLLABORATION ist e in  welt

weites Netzwerk von Wissenschaftlerinnen und 
Wissenschaftlern, das mit seiner Arbeit einen ent
scheidenden Beitrag dazu leistet, dass Therapien 
fundiert bewertet werden können und somit die 
bestmöglichen Behandlungen gewählt werden" W 
Die Methodik der Cochrane Collaboration g i lt als 
Vorbild und höchster Standard in der Erstel lung 
systematischer Übersichtsarbeiten. 

IN EINEM AKTUELLEN Review (2) wird der Einfluss 
der blutdrucksenkenden Therapie auf die Sterblich
keit und die Morbidität bei Personen mit milder Hy
pertonie ohne Herz-Kreislauf-Erkrankung untersucht. 
Die mi lde Hypertonie wird mit einem systolischen 
Wert von 1 40-1 59 mmHg und/oder einem diasto
lischen Wert von 90-99 mmHg definiert. 

1 0  

Transfe r iert man d i e  Ergebn isse der  

Ü b e rs ichtsarbeit der  Cochrane Col la

boration auf e i n e  Kasse npraxis,  wird 

ers ichtl i c h ,  dass bei  Personen ohne 

H e rz-Kreis lauferkran kungen mit e iner  

m i lden  Hypertonie höchstens e i n e  Pa

tientin bzw. ein Patient von 1 00 e inen 

the rapeutischen N utzen e rfährt.  

DIE Ü BERSICHTSA R B E I T  D E R  Cochrane Col la
boration mit über 8.000 inkludierten Personen, die 
über 5 Jahre antihypertensiv behandelt werden, zeigt 
keine signifikante klinische Wirkung der antihyperten
siven Therapie auf die Sterblichkeit, d ie kardiovas
kuläre Ereignisrate gesamt, Schlaganfallshäufigkeit, 
koronare Herzerkrankung,  H erzinsuffizienz oder 
Herzinfarktrate (2). Auch bei (statistisch nicht abge
sicherter) positiver Bewertung der Blutdrucksenkung 
kann deren Effekt nur gering sein ("Thus it remains 
possible, but highly unlikely, that there is an overall 
significant benefit of treating this group of patients 
with currently used medications.") (2). 

UMGELEGT AUF EINE Kassenpraxis bedeutet die 
günstigste Bewertung der pharmakologischen The
rapie, dass von 100 Personen ohne Herz-Kreislauf
Erkrankung und einer m ilden Hypertonie nach 5 
Jahren Therapie höchstens ein Patient einen the
rapeutischen Nutzen erfahren kann und zumindest 
neun Patienten die Therapie wegen Nebenwirkungen 
abbrechen müssen. Die Abbruchrate von 9 % in 
klinischen Studien wird unter Alltagsbedingungen 
allerdings deutlich höher liegen. 

WIE VIELE "GESU N DE" werden wegen einer mi l
den Hypertonie behandelt und wie hoch ist deren 
Therapietreue? 
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DA DIE KLINISCHEN Daten wie Blutdruck und weitere 
Risikofaktoren in den Abrechnungsdaten der SV-Träger 
nicht enthalten sind, kann nur die Größenordnung der 
therapierten Gesunden mit folgenden Analysenvorgaben 
abgeschätzt werden: Alter zwischen 30 und 49, keine 
Diabetesmedikation, kein Krankenhausaufenthalt inner
halb der letzten vier Jahre mit einer ICD1 0 lxx Diagnose 
(= Krankheiten des Kreislaufsystems). 

DIE DATEN VON 9 Gebietskrankenkassen zeigen, dass 
im Jahr 201 1 54.915 Personen des beschriebenen Kollek
tivs mit einem Blutdrucksenker behandelt wurden. Diese 
erhielten 498.729 Packungen zu einem Gesamtaufwand 
von € 6.898.429,55. Davon haben 14.963 Personen die 
Therapie erst im Jahr 201 1 begonnen, und von diesen 
haben 7.781 Personen = 52 % die Therapie im gleichen 
Jahr wieder beendet. 

EINE HOCHRECHNUNG DIESER Zahlen von 9 Gebiets
krankenkassen auf Gesamtösterreich ergibt, dass jährlich 
ca. 20.000 Personen im Alter von 30 bis 49 Jahren auf 
ein blutdrucksendes Medikament neu eingestellt werden 
und jeder Zweite die Therapie innerhalb weniger Monate 
wieder abbricht. 

Zusammenfassung 
AUS KLINISCHEN STU DIEN ist kein klinischer Effekt 

einer Blutdruckmedikation bei sonst herzgesunden mi l
den Hypertonikerinnen und Hypertonikern auf die kardio
vaskuläre Mortalität oder Morbidität ableitbar. Dieses 
Faktum ist eine Herausforderung für alle Fachgesell
schaften und universitären Einrichtungen, die zu diesem 
Thema Leitlinien erstellen, Empfehlungen abgeben und 
als Meinungsbildner fungieren. N ichtmedikamentöse 
Maßnahmen zur Ernährung, Bewegung und Lebensfüh
rung sollten stärker betont werden. Gleichzeitig sollte 
die Indikationsstellung einer medikamentösen Therapie 
bei Gesunden mit einer milden Hypertonie besonders 
kritisch gestellt werden: "Cui bono?" ist vorweg zu klären. 

Red. 
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