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Workshop 6: Safety of
Medication Therapy

The aim of this workshop is to consider safety when dealing with medicinal products with particular
Eard to demﬂEraphic chang_e. Especially where the elderly are concerned, medication errors and ad-
verse drug events frequently occur. Therefore, preventive measures shall be discussed above all, as they
may help to avoid medication errors among this group of patients, and also the subsequently resulting
expenses in the future. WHO will present the 'Global Patient Safety Challenge - Medication Safety’
which it plans to launch in the first half of 2017.

2nd Global Ministerial Summit on Patient Safety 2017
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The German Action Plan for Medication Safety

Prof. Dr. med. Wolf-Dieter Ludwig, M.D., Ph.D.
Chairman of the Drug Commission of the German Medical Association (DCGMA) and
Head of the Dept. of Hematology, Oncology, Tumor Immunology and Palliative Care,
HELIOS Clinic Berlin-Buch
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Drug Commission of the German Medical Association

Disclosure of Competing Interests

ANO financial conflicts of interest to disclose

AChairman of the DCGMA

AHead of the Dept. of Hematology, Oncology, Tumor Immunology, and Palliative Care
AEdi t or of the independent drug bull etin
AMember of the EMA Management Board

AMember of the scientific advisory board of two health insurance funds in Germany



Action plans

A 4 Action plans: 2008/2009, 2010-2012, 2013-2015, 2016-2019
A Focus of the action plans to improve medication safety

V Provide necessary information

V Support the patient

V Support physicans and pharmacists

V Initiation of research

% Bundesmlnlsterlum AKTIONSPLAN ZUR VERBESSERUNG DER
fiir Gesundheit ARZNEIMITTEL
THERAPIESICHERHEIT

IN DEUTSCHLAND

Reference: http://www.akdae.de/AMTS/Aktionsplan/Aktionsplan-2016-2019/Aktionsplan-AMTS-2016-2019.pdf



Selected results of the Action Plan
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1. Action plan
for improving
medication safety
in Germany
Embryotox-database

(https://www.embryotox.de/)

2. Congress for
Patient Safety during
Drug Therapy

2007

LJ
2005

2. Action plan
for improving ?
medication safety
in Germany
PRISCUS-list
Bulletin Drug Safety

3. Congress for
Patient Safety
during Drug Therapy

Patient information leaflet
for safe drug therapy

ADE-Database (PEI) online
DIVI-Norm for syringes

Specification
BMP Version 2.0

AeHealthftlaw from 21.12.2005:

§ 31a SGB V medication list:
claim from 01.10.2016

Specification for a medication plan

(Version 2.2)

3. Action plan
for improving
medication safety
in Germany

® UAW-Database
(BfArM) online

Test phase
medication plan

Project Medication Error
at the DCGMA
(20157 2017)

Memorandum on
Drug Therapy Safety
Management
Research

Definitions related to
pharmacovigilance
and drug safety

Medication guide
(MTX, NOAC)

4. Congress for
Patient Safety
during Drug Therapy
(2013)

ADE-database (BfArM)
online

1. Congress for Patient Safety during Drug Therapy

2016

2()Cl9

4. Action plan
for improving
medication safety
in Germany

5. Congress
Patient Safety
during Drug Therapy
(2018)

2. International Day
of Patient Safety 2016:
Medication Safety
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Informationen zu Medikamenten

v Auswahlliste

in Liste suchen: Wirkstoff oder Medikament auswahlen E| Seite aufrufen

QO Norfloxacin gehért zu den Gyrasehemmern. Die bakterizide Wirkung dieser Antibiotika
beruht auf einer Hemmung der bakteriellen Topoisomerasen, auch Gyrasen genannt.
Diese Enzyme werden von den Bakterien fir ihre Nukleinsdure-Synthese

benotigt. Norfloxacin wird oral angewendet. Gyrasehemmer sind plazentagangig.

Norfloxacin

Produktnamen:
BARAZAN ®
und Generika

Indikation: -=2 Bakterielle Infektionen

Erfahrungen in der Schwangerschaft

Erfahrungsumfang: HOCH

1. Trimenon: Mehrere Versffentlichungen zu Gyrasehemmern mit iiber 1000
exponierten Schwangeren, wiesen kein erhihtes Fehlbildungsrisiko nach.
Knorpelschaden, wie im Tierversuch bei jungen Hunden nach postpartaler Behandlung
gesehen, wurden bei intrauterin exponierten Kindern nicht beobachtet. Die meisten
Erfahrungen liegen zu Ciprofloxacin und Norfloxacin vor.

2.-3. Trimenon / Perinatal: Bisherige Beobachtungen sprechen gegen ein
fetotoxisches Risiko.

Empfehlungen zur Schwangerschaft

Planung einer Therapie oder Planung einer Schwangerschaft unter Therapie:
Norfloxacin ist ein Antibiotikum der 2. Wahl in der Schwangerschaft. Es sollte nur nach
Priufung besser geeigneter Alternativen eingesetzt werden.

% Bundesministerium
flir Gesundheit

Selected results of the Action Plan
e Embryotox database

A Database on drugs
during pregnancy and lactation

of the

A Pharmacovigilance Center

in Berlin

U www.embryotox.de
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Selected results of the Action Plan

S ¥ Patient information leaflet for safe drug therapy

HEN A%

Tips (e.g.) for safe drug therapy

V Please list all medicines

you are currently using (medication plan).

V Please show the medication plan

at each doctor's visit.

V Please observe all instructions

for use of your medicines.

V Please ensure that you have understood

all the information correctly.

Reference: http://www.akdae.de/AMTS/Aktionsplan/Aktionsplan-2008-2009/docs/Informationsmerkblatt. pdf



