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Anwendungsbeobachtung (AWB) )fAGES

Osterredchische Agentur fur Gesundhelt
herh GrﬂIJH

Definition:

Systematische Untersuchung zugelassener Arzneispezialitaten,
In zugelassener Indikation,

keine zusatzlichen diagnostischen oder therapeutischen
MalRnahmen,

keine zusatzlichen Belastungen des Patienten,
Behandlungsstrategie nicht im Voraus festgelegt.
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Vol 10, Notice to Applicants Q&A

Is it a Clinical Trial?

(AGES

Osterreichische Agentur fir Gesundhelt

und Ernahrungssicherheit GmbH

A

B

c

E

A CLINICAL TRIAL OF A MEDICINAL PRODUCT?

A NON-INTERVENTIONAL CLINICAL TRIAL?

Is it a medicinal product (MP)?'

Is it not a medicinal
product?

What effects of the
medicine
are you looking for?

Why are you looking
for those effects?

How are you looking
for those effects?

If you answer no to all the
questions in column A, the activity
is not a clinical trial on a MP.

If you answer yes to any of the
guestions below go to column B.

column C.

If you answer yes to the
question below in column
B the activity is not a
clinical trial on a MP.

If you answer no to this
question below go to

If you answer no to all the
questions in column C the
activity is not a clinical trial
under the scope of
Directive 2001/20/EC.

If you answer yes to any of
the questions below go to
column D.

If you answer no to all
the questions in
column D the activity is
not a clinical trial under
the scope of Directive
2001/20/EC.

If you answer yes to
any of the guestions
below go to column E.

If you answer yes to all these questions the
acfivity is a non-interventional trial which is
outside the scope of Directive 2001/20/EC.

If your answers in columns A,B,C & D brought
you to column E and you answer no to any of
these questions the activity is a clinical trial within
the scope of the Directive.

A.llsita substance or
combination of substances
presented as having
properties for treating or
preventing disease in human
beings ?

A.2 Does the substance function
as a medicine?
i.e. can it be administered to
human beings either with a
view to restoring, correcting .

or medifying physiological
functions by exarting a
pharmacaolegical,
immunclogical or metabolic
action or to making a medical | *
diagnosis or is otherwise
administered for a medicinal
purpose?

A3 Is it an active substance in a
pharmaceutical form?

B.1 Are you only
administering any of
the following
substances? i
Human whele blood";
Human blood cells;
Human plasma;
Tissues excapt a
somatic cell therapy
medicinal product”;
A food product”
(including dietary
supplements) not
presented as a
medicine;
A cosmetic product”
A medical device

C.1To discover or
verify/fcompare its
clinical effects?

C.2 To discover or
verify/compare its
pharmacolagical
effects, e.g.
pharmacodynamics?

C.3 To identify ar
verifyfcompare its
adverse reactions?

C.4 To study or
verifyfcompare its

absorption, distribution,

metabolism or
excration?

D.1 To ascertain or
vernfy/compare the
efficacy" of the
medicine?

D.2 To ascertain or
verify/compare the
safety of the
medicine?

E.1 ls this a study of one or more medicinal
products, which have a marketing
authorisation in the Member State
concernad?

E.2 Are the products prescribed in the usual
manner in accordance with the terms of that
authorisation?

E_3 Does the assignment of any patient involved
in the study to a particular therapeutic
strategy fall within current practice and is not
decided in advance by a clinical trial
protocol™?

E.4 Is the decision fo prescribe a particular
medicinal product clearly separated from the
decision to include the patient in the study?

E.5 Will no diagnostic or monitoring procedures
be applied to the patients included in the
study, other than those which are applied in
the course of current practice?

E.6 Will epidemiological methods be used for the
analysis of the data arising from the study?
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Ein paar Eckdaten TAGES

und Ernahrungssicherheit GmbH

B

N

Compassionat AWB Register*> Off-label use
use

Rechtliche Grundlage ggg 2004/726 Aft. § 2a (3) &&/Ezggc § 8 (1) 2 AMG
Zulassungsstatus Pre-MA Post-MA Po t-MA Post-MA
Antragsteller / Hers’;_eller / Hers’F_eIIer / efsteller / Arzte
Durchfiihrende Reprasentant Reprasentant Re rasentant
GCP Nein Nein NeIn Nein
Bewilligung Ja Nein NEin Nein
Meldung Ja \ Ja (Zukunft) a Nein
uswertbarieir | Genone, N spoemoge [l oo, |
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Der Nutzen \fAGES

und Ernahrungssicherheit GmbH

1

Begriff sollte geandert werden
Form der Kohortenstudie
Andere Formen auch relevant

Kohortenstudie
Fall-Kontroll Studie
Querschnittstudie

Sicherheit
Anwendung
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Was Ist zur Qualitat v Eyrate
b e kan N t’) | e ey i one e

(01.07.05-31.12.05)

118 AWB der Kassenarztlichen Bundesvereinigung (DE)
angezeigt

& 1.000 Patienten (8 — 60.000)

& 6 pro Zentrum (1 — 60)

& 321 Arzte (1 — 12.000)

& 140 Tage Beobachtungszeit (1 — 3.650)
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Qualitat von AWBs AGES

1

1.7.05-31.12.05

118 AWB der Kassenarztlichen Bundesvereinigung (DE)
angezeigt

Studienziele B Sonstiges
@ Lebensqualitat
] B Arvvendung
h B Wirksamkeit
e 5096 10096 0 Sicherheit
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Qualitéat von AWBs [AGES

Gm I.'|H
1

118 AWB,; Kassenarztlichen Bundesvereinigung (DE)

Studienziele

B Kelne

©® =
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Qualitat von AWBs AGES

1

118 AWB; Kassenarztlichen Bundesvereinigung (DE)

Studienziele Studiendesign

' l Keine B Keine
Angabe Angabe
[ Angabe O Angalbe
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Qualitat von AWBs VAGES

1

118 AWB; Kassenarztlichen Bundesvereinigung (DE)

Studienziele Studiendesign
' B Keine B Keine
Angabe Angabe
[ Angabe O Angalbe
Geeignet fur Zele

' H Nnein
Oja
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Qualitat von AWBs VAGES

1

118 AWB; Kassenarztlichen Bundesvereinigung (DE)

Studienziele Studiendesign
' H Keine l Keine
Angabe Angabe
[ Angabe O Angalbe
Geeignet fur Ziele Publikation geplant?

I
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Wie sollte die Qualitat T(AGES
sein? |

dsterreichische Agentur flir Gesundhelt
und Ernahrungssicherheit GmbH

The Strengthening the Reporting of Observational Studies in
Epidemiology (STROBE) statement: guidelines for reporting
observational studies

Erik von Elm, Douglas G Altman, Matthias Eqger, Stuart | Pocock, Peter C Gotzsche, Jan PVandenbroucke, for the STROBE initiative

Lancet 2007; 370: 1453-57
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Wie sollte die Qualitat

sein?

Entwurf; Konsultationsprozess abgeschlossen

Bundesinstitut fiir Arzneimittel
und Medizinprodukte

und des

EI nrac Paul-Ehrlich-Institut

Bundesamt flir Sera und Impfstoffe Yy

Gemeinsame Empfehlungen des

Bundesinstituts flir Arzneimittel und Medizinprodukte

Paul-Ehrlich-Instituts
zur Planung, Durchfiihrung und Auswertung von

Anwendungsbeobachtungen

Entwurfsfassung vom 9. Mai 2007

zur Kommentierung durch die Fachoffentlichkeit

AGES = )?'e.dff/?- Afaz‘rc'tim. Safety Ocur Concern,

( AGES

B

dsterreichische Agentur flir Gesundhelt
und Ernahrungssicherheit GmbH
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Wie sollte die Qualitat VAGES

Osterredchische Agentur fur Gesundhelt

-
7 A nd E sicherh GmIJH
Seln: =

Entwurf; Konsultationsprozess abgeschlossen

Leitfaden in Ausarbeitung; Konsultationsprozess geplant
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Wie sollte die Qualitat

sein?

-
FAGES
dsterreichische Agentur flir Gesundhelt
und Ernahrungssicherheit GmbH

1

Beobachtungs- und Auswertungsplan

Zie

le

Design

Do
Sic
Absch

AGES — ealth. Nectrition. Safety. Owur Concern.

kumentation
nerheitsdaten

ussbericht
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Zukunft & Fragen

Inhalte des Registers?
Offentliche Infos?

Inspektionen?
Patienteninformation?

AGES — Yealth. Nedrition. Safety. Owur Concern.

-
FAGES
dsterreichische Agentur flir Gesundhelt
und Ernahrungssicherheit GmbH
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