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• Timely provision of information relating to safe use of drugs

• Prevention of medication errors

• Risk minimization

• Transparency

(!) Improvement of drug safety
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Goals of  Risk Communication
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Tools of Risk Communication
how to provide relevant, tailored information to different target groups?
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• Description and background information relating to referral

procedures

• „Bulletin zur Arzneimittelsicherheit“ (detailed

presentation of current topics) 

• Repository for physicians and other HCP concerning

(→ DHPC and information letters) 

• Educational Material, providing additional information

in relation to safe use/handling of drugs

Risk Communication on a NCA-Website
(selected aspects)
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What is Educational Material?

Educational Material is an obligatory means of risk
communication adressing drug specific, 
important risks of use

Aiming to provide information beyond
the scope of the product information:

more detailed description of specific risks and how to ideally avoid them
provide recommendations
optimize drug surveillance

Hints to proper selection of suitable patients

 generally considered essential for a positive Benefit-risk-balance,
thus being part of the marketing authorisation

Difference to voluntarily created materials, e.g. designed by the MAHs, which
are not checked and approved by an authority (marketing instrument?)



Types of Educational Material
(for patients and physicians)

Information brochures for physicaians and/or other health care 
professionals or care givers

Information brochure for Patients

Patient alert card

Check lists for physicians, pharmacists and patients

may also support documentation of all relevant treatment aspects

Poster, e.g. describing correct application or algorithms
(what to do when …)

Elektronic forms of educational material, e.g. Videos, Learning modules

Obligatory participation for physiscian in on-site trainings/Webinars to 
allow reiceipt and use of particular drugs (as part of provisions for
controlled distribution)
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Example



Example



Example
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• No interference in the relation of patient to attending
physician

• No treatment recommendation ot treatment selection for a 
particular patient
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Limitations of Authority-based Risk 
Communication



Conclusion

• Risk communication is a tool to minimize associated risks of drug 
treatment and to avoid medication errors

• Approved educational material is an additional, focussed tool of risk
communication tailored to target groups

• different types and formats

• To be distinguished from advertising material

• No treatment recommendation for a particular patient



Thank You for Your Attention!
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