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In order to further promote the implementation of Directive 2010/63/EU, the European Commission
issued calls for a number of related projects last year. One of these projects is aimed at facilitating the
uptake of non-animal alternatives by developing two e-learning modules. The contract for this project
was awarded to a consortium consisting of SYRCLE, the Swiss 3R Competence Centre, lnstitute for ln
Vitro Sciences, Pharma Launcher and Ecorys UK. This consortium will develop two modules, i.e., one e-
learning module focused on searching for existing non-animal alternatives (including systematic
reviews) and one module targeted at researchers who want to develop reliable and relevant non-animal
alternatives for regulatory use taking into account Good In Vitro Method Practices (GIVIMP). The quality
of the developed modules will be assessed by external review groups. The learning outcomes will be
presented to the commission along with the design of the assignments through which these outcomes
will be realised.

ABSTRACT

EU PILOT PROJECT – MODULE 1

Council Directive 2010/63/EU on the approximation of laws, regulations and administrative provisions
of the Member States regarding the protection of animals used for experimental and other scientific
purposes regulates the use of animals in this context within the EU. The Directive indicates that
individuals with responsibilities for the use of animals in research must be trained, but does not
provide additional details other than broad guidance. Member States have been determining what
training was needed and whether it should be mandatory through their implementation of the
Directive within their country. This resulted in a lack of consistency in the approach to training and
presented significant barriers to the movement of personnel between Member States. Starting in
2012, the commission established an Expert Working Group (EWG) to develop a common education
and training framework for the EU to fulfil the requirements under Articles 23 and 24 of Directive
2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the protection of
animals used for scientific purposes. The document was formalized and published in 2014.

National Competent Authorities for the implementation of Directive 2010/63/EU 
on the protection of animals used for scientific purposes: A working document on 
the development of a common education and training framework to fulfil the 
requirements under the Directive, Brussels 19-20 February 2014. Scan QR code to 
view the document.
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EXAMPLE: BUILDING CONTENT FOR A LEARNING OUTCOME
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Education and Training Framework Highlights

• A modular training approach is outlined and includes
the learning outcomes (in lieu of a specific syllabus)
for each module.

• Training must include mechanisms for assessment of
competence.

• A gap analysis showed that some member states have
had difficulty implementing this Education and
Training Framework (E&TF) and there are some
mismatches between course content and the required
EU learning outcomes.

• eLearning programs can support the required
member state training by providing consistent content
and supporting materials to member state trainings.

Previously, the Flaire Consortium received funding from
the commission to deliver e-learning training for some
modules defined in the E&TF, and to develop a new
severity assessment module.

Recently a consortium including SYRCLE, the Swiss 3R Competence Centre, the Institute for In Vitro
Sciences (IIVS), Evidence Based Toxicology Colaboration (EBTC), and Ecorys have been awarded
funding to create two additional e-learning modules through an EU Parliament Pilot Project that
promotes the use of alternatives to animal testing as well as the application of the Three Rs,
through information sharing and education activities.

EU PILOT PROJECT – MODULE 2

Searching for and identification of existing alternative non-animal methods and approaches

Developing reliable and relevant alternative non-animal approaches 
for scientific and regulatory use

• Learning Outcomes (LO) include Modules 11 and 5 –E&TF under Directive 2010/63/EU
• Principles of good search practice
• State of the art techniques, principles and procedures
• Critical appraisal tools for searches
• Case studies used as examples and activities to assess learning

In vitro methods: reliability and relevance
• Fitness-for-purpose in regulatory assessment contexts
• Sector specific requirements for test methods
• Pathway to regulatory acceptance
• Mechanistic basis (e.g. Biological)
• GIVIMP: To improve reliability and robustness

Task 1 – Module Content
• Propose set of LOs (externally reviewed)
• Outline of material content

Task 2 – Technical Design of Interactive Learning 
Modules
• Description of didactic approach (how)
• Proposal for technical solutions
• Prototype example module

Task 3 – Production of the Modules
• 1st version final modules
• Accompanying module notes

Task 4 – Testing and Finalization of the Modules
• Pilot trials
• Revision
• Final Modules/notes (End 2020)

Progress:
1. External reviewers were selected for each module, with some members reviewing both for consistency
between the two.
2. The learning outcomes were drafted by the consortium, reviewed by the external panel, and approved
by the commission on May 20, 2019.
3. The material content was described using the following format (see Table 1 below): Topics, Source
Material, Content and Action.
4. The modules will be built using Articulate Rise and augmented where necessary to allow for interactive
content. In order to harmonize the approaches between the related projects, there has been and will
continue to be close collaboration among the members of the two consortia.
5. The interim report completing Tasks 1 and 2 was delivered to the commission on August 21, 2019.

Section Explanation

Topic Summarizes the subjects which will be addressed by that learning outcome

Source Material Indicates which information sources have been used to develop the material content of the learning outcome and 
which can be used to write the actual test of the modules (notably as case studies) or refer to as supporting material

Content Describes in detail which steps or topics will be addressed to realize the learning outcome

Actions Specifies the way in which the content is proposed to be delivered within the modules, in addition to standard text. 
The “actions” section is where functionality provided by the Articulate Rise with H5P and Articulate Storyline will be 
utilized to provide active content.

Excerpt of LO 2.1.2.: Identify the EU Directives, regulations and guidance documents which require the use of alternatives 
to animal testing within the different regulated sectors (e.g., pharmaceuticals, cosmetics, plant protection products, 
industrial chemicals, mixtures, etc.).

Topics
At the European level, a number of EU regulations call for the use of alternatives to animal experimentation whereby the 
scientific validity of the method will determine to which extent these methods can be used for regulatory purposes. A 
description will be given on the requests for alternative methods in different sectors such as cosmetics, chemicals, mixtures, 
biocides and drugs.(etc.)

Source materials
• EU Cosmetics Regulation 1223/2009 (etc.)

Content

 Cosmetics: The European directive on cosmetics has established a ban on animal testing for finished cosmetic products
since 2004, as well as a ban on animal testing for cosmetics ingredients since 2009, and a marketing ban of cosmetics
(finished or containing ingredients) tested on animals since 2013.

Actions
For the EU level, an accordion format is proposed whereby for each sector, an explanation and examples are given such the 
REACH integrated testing strategies, as well as the links to the source materials.

Screen shot of example content for LO 2.1.2

Screen shot of example action for LO 2.1.2 – Accordion closed
Screen shot of example action for LO 2.1.2 – Accordion 
for cosmetics open

NOTE: The following serves as an example of an approach to content creation based on a LO and has not been
approved by the commission.

These two projects will be hosted together on a web-platform; therefore, the consortium members
will collaborate to harmonize the projects.

Table 1: Organization of Materials for Each Learning Outcome (LO)


