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Action plans

for improving medication safety in Germany

 4 Action plans: 2008/2009, 2010-2012, 2013-2015, 2016-2019

 Focus of the action plans to improve medication safety

 Provide necessary information

 Support the patient

 Support physicans and pharmacists

 Initiation of research

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

 Database on drugs              

during pregnancy and lactation 

of the 

 Pharmacovigilance Center 

in Berlin

 www.embryotox.de
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Patient information leaflet for safe drug therapy

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

Tips (e.g.) for safe drug therapy               

 Please list all medicines 

you are currently using (medication plan).

 Please show the medication plan                     

at each doctor's visit.

 Please observe all instructions                       

for use of your medicines.

 Please ensure that you have understood 

all the information correctly.



Selected results of the Action Plan 

Bulletin Drug Safety (BfArM and PEI)

 Published by the NCAs (BfArM and PEI)

 Information on current aspects of the risk assessment of drugs

 Communication of possible risks

 Appears four times a year

Reference: http://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Bulletin/_node.html



Selected results of the Action Plan

DIVI-Norm for syringes

 Working group from the Action plan and DIVI 

(German Interdisciplinary Association for 

Intensive Care and Emergency Medicine)

 Uniform design of syringe labels in 

anesthesia, emergency and intensive care 

medicine

Reference: http://www.divi.de



2005

1. Congress for Patient Safety during Drug Therapy

Memorandum on 
Drug Therapy Safety
Management 
Research

Definitions related to 
pharmacovigilance 
and drug safety

Medication guide 
(MTX, NOAC)

Specification
BMP Version 2.0

3. Action plan 
for improving 

medication safety                                       
in Germany

UAW-Database 
(BfArM) online

Test phase
medication plan

Project Medication Error
at the DCGMA 
(2015–2017)

4. Congress for
Patient Safety

during Drug Therapy
(2013)

ADE-database (BfArM) 
online

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

1. Action plan

for improving 

medication safety 

in Germany

Embryotox-database
(https://www.embryotox.de/)

2. Congress for
Patient Safety during

Drug Therapy

2007

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

„eHealth“-law from 21.12.2005:

§ 31a SGB V medication list:                  
claim from 01.10.2016

Specification for a medication plan
(Version 2.2)

2008
–

2009

2010
–

2012

2013
–

2015

2016
–

2019

Selected results of the Action Plan 



High-alert medications 

• Drugs that bear an increased risk          

of causing significant patient harm          

when used in error. 

• Although mistakes may 

or may not be more common                 

with these drugs, 

the consequences of an error are 

clearly more devastating to patients.



Selected results of the Action Plan

Recommendations for high-risk drugs

 Drugs with high risk potential 

in case of incorrect application (ISMP-list)

 Publishing recommendations for different target groups 

(physicans, pharmacists, nurses, patients)

 Methotrexate (MTX)

 Vincristine

 New anticoagulants

Reference: http://www.aps-ev.de/handlungsempfehlungen/ 

Reference. https://www.ismp.org
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Selected results of the Action Plan 

ADE-database PEI and BfArM

http://nebenwirkung.bfarm.de

http://pei.de/db-uaw 



Selected results of the Action Plan

Medication plan

Reference: http://www.kbv.de/media/sp/Medikationsplan_Beispiel.pdf
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4. Action plan (2016-2019)

for improving medication safety in Germany

 42 measures (14 workshops)

 Focus of the action plan

1. Raising awareness among patients, physicians, 

pharmacists, nurses and the public for avoidable risks 

of drug therapy

2. Improvement of information on drugs, labeling of drugs

3. Documentation of drug therapy and measurement 

of medication safety

4. Strategies to improve the safety 

of the medication safety process

5. Research in the field of medication safety

6. Organization of the implementation                                                  

and continuation of the action plan

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



4. Action plan (2016-2019)

for improving medication safety in Germany

-Reference: http://www.bundesgesundheitsministerium.de/presse/pressemitteilungen/pressemitteilungen-3-quartal-2016/aktionsplan-amts.html

Unwanted drug effects occur particularly in people

who use several drugs simultaneously for long time. 

It is estimated that there are seven preventable side effects per 

100 outpatients with drug therapy every year. 

About five percent of all hospital admissions are attributable to

adverse drug effects, a quarter could be avoided. 

This means that approximately 250.000 hospital admissions are

attributable to preventable medication errors every year.



Thank you for your attention.

http://www.akdae.de



Project of recording and assessing medication errors

within the German spontaneous reporting system

Funding: Federal Ministry of Health (Germany)

Organization: Drug Commission of the German Medical Association

Project duration: 2015 - 2017

Aims: Feasibility of an analysis of medication errors (ME) 

within the existing structures

of the spontaneous reporting system

Deduction of risk factors and intervention strategies

Methods: ME reported spontaneously by physicians

ME that have caused or may cause harm to the patient

Possibility of anonymous reporting

Results: Are expected by the end of 2017


