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

- Replacing consensus documeoitt 18-19 Septembe?013 -
Brussels19-20 Februan2014

The Commission established &xpert Working Group (EWG) to develop a common
education and training framework for the EU to fulfil the requirements under Articles@3

24 of Directive 2010/63/EU on the protection of animals used for scientific purposes. All
Members States and maitakeholder organisations were invited to nominate experts to
participate in the work. The EWG met on 223 Februaryand19-20 September 2012nd

3-4 July 2013

The objectives of the EWG were to develop a common framewdidciiitate meeting the
requirements forcompetence of all those involved in use and care of animals for scientific
purposes and free movement of personnel.

This document is the result of the work of the EWG meet{imgduding thoseon Project
Evaluation/Retrospective Assessnfeand Inspection and Enforcem®ntdiscussions with

the Member States as well as legal input from the CommisHiomas endorsed by the
National Competent Authorities for the implementation of Directive 2010/63/EU at their
meeting of 1920 February2014 with theexcepion of Appendix V2.

Disclaimer:

|4

The following is intended as gidance to assist the Member States and others affected
by Directive 2010/63/EU on the protection of animals used for scientific purposdse
arrive at a common understanding of the provisions contained in the Directivand to
facilitate its implementation. All comments should be considered within the context g
this Directive 2010/63/EU. It provides some suggestions on how the requiremeafghe
Directive may be met. The content of the document does not impose additional
obligations beyond those laid out in the Directive.

—

Only the Court of Justice of the European Union is entitled to interpret EU law with
legally binding authority .

! http://ec.europa.eu/environment/chemicals/lab_animals/pdf/EndorseRIAREf

2 http://ec.europa.eu/environment/chemicals/lab_animals/pdf/endorsed insedtorement.pdf

3 All contents are fully supported, however, national competence issues prevent formal endorsement of Annex V
related to training of Inspectors by the National Competent Authorities for Directive 2010/63/EU.

1


http://ec.europa.eu/environment/chemicals/lab_animals/pdf/Endorsed_PE-RA.pdf
http://ec.europa.eu/environment/chemicals/lab_animals/pdf/endorsed_inspection-enforcement.pdf

The table of contents:

Legal background Article 23 of Directive 2010/63/EU..............ouuveeiiiiiieeeeerniiiiieeeeenn 4
The education and training framework objectives and structure.............ccccevveeeeeeeee.n. 4
The Educational Process under Directive 2010/63/EM.............ccccoiimmmre i, 5.
Understanding Article 23(2) reqQUIrEMENLS.........ccuuuuuruuiiiiiimeeeeennriins e e e e e e e e e eeenas 6
TR PIOCESS.....ciiiiieeeeeeee et e e emet e e e e e e e e e e e e e e amana s s e e e e eaaeaaeeaaeeeees 6.
Academicqualifications for functions (a), (b), (C) and (d)...........cuvvvireiiiiiieeeiiiiiiiiieeeeenn. 7
PART A
Modular Training and Learning OUICOMIES. ........cuiiiiiiiiiiiiieaieee e eeee e 9
Quality criteria for a training MOAULE............oooiiiiiiii e 9
TEIMINOIOGY USEM......eiiiiiiiiiiiiiii ettt mmne e ee e e eeeeennees 10
SpecialiSaN fOr SPECIB........u it 10
Exemptions to Modular Training for functions (a), (b), (c) and.(d)...........cccoevvrrrrnenn. 11
Training Modules with the respective Learning OUICOMES............cccvvvviieeeiieeeeeennnnn 12
Assessment of Learning OUICOMES.........ccuuuiiiiiiiiiiecciiiiie e e e emme e e e e e 12
ASSESSMEN/PaSGIl CHLEIIA ... ..o i e e e e aeees 12
Mechanisms for Supervision and Assessment of Competence..............ccovveeeeeveennnnnn. 13
Qualities required of @ gOO SUPEIVISQL........ccciiiiiiiiiieeeieeee e e e e e e eeeeeeeeeennes 13
THe SUPEIVISION PIrOCESS .. .cciiittiiieeiiiiii s iereie e e e e eeettta s e e e eeessasamaasa e e e e eesssnn s eeeeeesssnmmnssen 13
ASSESSMENt Of COMPELENCE. ......iiiieeeeeeeee e e e e e e e e e e anes 14
Review/maintenance of COMPELENCE.............uvvviiiiicreeeeeee e 14
Continuing Professional Development (CRPD).............uuuuiiiiiiccceeeeeies e 15
Recording of Training and SUPEIVISION........ccooiiiiiieei it ieeeie e eeeeeeene e 15
PART B
Approval / Accreditation Of COUISES.........couueiiiiiiieeeceee e e e 16
How should a Training Course be approved / accredited?..........coooovvviiiicceeeeeeeeenn, 16
Information requirements for the Course Approval / Accreditation......................cc.. 17
Principles for an Approval / Accreditation ProCess...........cccccuvvviiimmmnnniiiiiiiiiiieeee 18
Responsibilities of those approvingdcrediting COUISES.........ccovvvvvvvviiiiiiinenneeeeeeeeeeee 18



Framework for mutual @CCEPLANCE..........uuiiiiiiiiiiiieeeiie ittt e e 18
Proposal for an EU Platform and Information Portal on Education & Training........ 19
PART C

Roles, tasks and training for functions in Articles 24 and.25.............ccccevveeeee e, 21

Person(s) responsible for overseeing the welfare and care of animals in Article 241)(a)

Person(s) responsible for ensuring information is available on the species housed in the

establishment in Article 24(1)(0)......ccoorrriiiiee e 23
Person(s) responsible for education, competence and CPD of staff in Article 24(12&)
Person(s) carrying out project evaluation in Article.38...........cccceeeeeviiieeeeiii e, 27
Designated Veterinarian in ArtiCle 25..........coovviiiiiiiiiie e s 28
Use of live animals for the purposes of education and training...........ccceeevveeeeeeeeeeennn. 31
Justification for the use of live animals in education...............ccevvvieeeeeeeeceevieeeeeeenns 32
Justification for the use of live animals in training............cccooovviiiiccce e 32

Project applications and evaluations for the use of animals in education and trainB@)

Transitonf r om fAtrainingo to dA.war.ki.ng..undeas

Appendix |: Modules and the related Learning OUICOMES...........cooovviiiiicceeeeeeeieeee 36
Part 1: MOAUIAT SITUCTUIE........ceeeiiiiiiiiie ettt e e e e eenees s e e e e e e e e e e e e e eeeeeesanees 36
Part 2: Learning OULCOMES. .......cooiiiiiiiiieeee ettt eeeeas bbb e e e e e e e e e ean 38
Part 3: MOAUIES.......eeeeiie e rree e e e e e e e e e e et mmme e e eeeeennennes 39
Part 4. Learning Outcomes, Measurable verbs and Critical Thinking..................... 71

Appendix Il : lllustrative examples of assessment criteria for Learning Outcomes.....74
Appendix Il : lllustrative examples of Competence Assessment.............ccceevvvucemnnnnn. 82
Appendix IV: Training Record Template..........cccooviiiiiiiiieeeii e 87
Appendix V: Recommendations for Person(s) carrying agpections under Article 34.92

T TS o= Tox (o] g 1Y [ To L1 | = T 95

super



Legal background- Article 23 of Directive 2010/63/EU

Competence of personnel
1. Member States shall ensure that each breeder, supplier and user has sufficient staff on site.

2. The staff shall be adequately educated and trained before they perform any of the
following functions:

(a) carrying out procedures on animals;
(b) designing procedures and projects;
(c) taking care of animals; or

(d) killing animals.

Persons carrying out theifictions referred to in point (b) shall have received instruction in a
scientific discipline relevant to the work being undertaken and shall have sppei@fic
knowledge.

Staff carrying out functions referred to in points (a), (c) or (d) shall be sigaehin the
performance of their tasks until they have demonstrated the requisite competence.

Member States shall ensure, through authorisation or by other means, that the requirements
laid down in this paragraph are fulfilled.

3. Member States shall pudlt, on the basis of the elements set out in Annex V, minimum
requirements with regard to education and training and the requirements for obtaining,
maintaining and demonstrating requisite competence for the functions set out in paragraph 2.

4. Nonbinding guidelines at the level of the Union on the requirements laid down in
paragraph 2 may be adopted in accordance with the advisory procedure referred to in Article
56(2).

The education and training framework objectives and structure

EU guidance is developedo respond to a need for harmonisation and a common
framework to ensure competence and to facilitate free movement of personnel. It is
important to note that the outcome is on the basis of general agreement and not
binding. It is left to each Member Stateto interpret whether and how this general
guidance is to be implemented.

However, any agreement at EU level on general principles will also assist those developing
training courses to work towards common, acceptable standards. This in return should result

4 http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32010L0063:EN:NOT
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in a wider offering of available training courses to promote the aims of availability,
accessibility and affordability.

The framework includes consideration of the training, supervision, competence assessment
and continuing training requirements of pesararrying out procedures, taking care of
animals, killing animals and of those responsible for the design of procedures and projects.

The common education and training framework facilitatesamsdres the competence of all
persons involvedin the use,care and breeding of animals for scientific procedures, and
assists théree movement of personnel.

The training framework should meet the following objectives and be

flexible;

available and accessible;
affordable and

of agreed quality.

= =4 =4 -9

The Educational Process under Directive 2010/63/EU

There are many different ways by which training, supervision and competence can be
delivered. The objective was to develop a framework within the EU which would assure the
competence of staff caring for or using animats procedures, and facilitate the free
movement of personnel within EU. The proposed framework is based on a Modular Training
structure with a focus on Learning Outcomes.

Training alone does not deliver competence.

The Learning Outcome approach with appraier assessment provides confidence that the
trainee has achieved a suitable level of understanding to meet the learning criteria.

A period of supervision will generally be necessaryto reenforce understanding and to
ensure the tasks/duties/proceduree aonducted to an appropriate standard, with
interventions as necessary by the supervisor(s) to ensure this is attained.

Only after individuals have been assessed as competent, should they work without
supervision. By this time, those deemed competentuldhdvave attained a deeper
understanding of the task.

Competence should be subject to review.

The time taken to achieve individual Learning Outcomes and to complete Modular Training
will vary considerably, depending on the individual, the method of teg@nd assessment.

Duration of the supervision period and time taken until competence is attained will also vary,
for example due to the frequency/availability of the task being performed, technical
complexity, and ability of the individual.



It is therefore not desirable to specify any time limits for teaching or supervision
periods.

The objective of the initial training is the attainment of basic knowledge and/or understanding
with the concept that deeper understanding of the knowledge base dsaw@roficiency in
skills should have developed and be expected by the time competence is assessed.

This approach should reflect what happens in practadfger completion of an initial training
Module the expectation is that the student will have a basic understanding of the issues, but
during the period of supervision this understanding will contioueprove, such that by the

time competence is achieved a much deeper understanding of the task being undertaken can
be expected. These differences will be reflected in the different standards of assessment for
training completion and attainment of congete.

Training should be a considered as a continuous process, through the initial Modular
Training, to a period of working under supervision until such time as competence is attained.
Individuals shall maintain competence through a process of contiadungation (Continuing
Professional DevelopmentCPD).

Understanding Article 23(2) requirements

Article 23(2) of Directive 2010/63/EU states tliiaf he st af f shal | be adeq
trained before they perform any of the follo

When performing one of the functions atiére is a likelihood of causingpain, suffering,
distress or lasting harnmthe relevant training modules should be completed prior to
working under supervision.

If this is not the case, the trainee could begin wykunder supervision before the relevant
modules are satisfactorily completed.

The responsibility for the correct performance of the task remains with the supervisor in all
cases until such time the training is completed and the requisite competencstdaexbn

The process

On the basis of the above, the suggested process is laid out below:



EDUCATIONAL LEARNING PROCESS
UNDER DIRECTIVE 2010/63/EU

Development of

Acquisition of Practice - FATE
knowledge » experience » de_ePer Iea.rnl_ng » Compstence
critical thinking
Tasks with ﬂ
likelihood of
causing pain,
suffering, e Pass Working under | [ Evaluation of Competence to Maintenance
5 Training 2 A o
distress or assessment supervision deeper learning performtasks of skills
lasting harm w
Tasks without m
likelihood of g Working under Pass Evaluation of Competence to Maintenance
5 5 Training A 3 o
causing pain, supervision assessment | |deeper learning performtasks of skills
suffering,
distress or U
lasting harm

Enlargement
of skills
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To achieve the desired outcomes of appropriate training standards and free movement of
personnel, sufficiently detailed Learning Outcomes for the Modular Trainegeguired,
together with an agreed understanding of assessment criteria. Training should be subject to
guality assurance oversight

A European platform at which information on education and training can be exchanged is
proposed.

Academic qualifications for functions (a), (b), (c) and (d)

With the focus on competence, on the basis of training modules which fulfil the agreed
quality criteria and are assessed in a consistent manner, passing successfully the required
modules infers a level of schooling andtordy sufficient for these functions.

Functions (a), (c) and (d) should not require any specific educational qualifications.

Individuals responsible for designing procedures and projects under function (b) should
normally hold an academic degree or eglent in an appropriate scientific discipline. This

will be important to ensure such individuals are able to apply the Three Rs effectively in the
design of the procedures and projects and make appropriate ethical and scientific judgments.



There may be soenindividuals who are recognised as qualified to perform any of the tasks
identified in Article 23 of Directive 2010/63/EU prior to its entry into force for whom
recognition should be continued.

It should be noted that Article 40(2)(b) describes no edutatirequirements for the persons
responsible for the overall implementation of the project. However, it is impddiabbth
science and welfare reasons, and to ensure complidratehe persons understand the role
and have sufficient knowledge on ttere and use of animals to effectively fulfil the role.



PART A

Modular Training and Learning Outcomes

The Modular Training structure and Learning Outcomes approach is flexible. The
learning outcomes deal with output rather than processes and help to define the skills
and knowledge that module participants should be able to demonstrate by the time
these larning outcomes are assessed. Learning outcomes are the specific intentions of a
training programme or module, written in specific terms. They describe what a student
should know, understand, or be able to do at the end of that module.

These do not represent a course syllabus or a list of topics to be coveredraining
providers are free tbuild course contentraining materials and delivery methods which will
deliverall of the learning outcomdsr eachselectednodulein a manner which meets their
naional/local/institutional and/or individual/group requirements.

It needs to be acknowledged that the achievement of praceeahingOutcomes may be
separate from theoretical/lknowledge based learning outcomes. The assessnaamhiofL
Outcomes onpractical skillsshould ensure that with the acquired skill level the trainee can
proceed to working under supervision with no increased risk to animal welfare. The
proficiency in skills will be developed during working under supervision. However, the
period and level of supervision will vary due toter alia the complexity of the task, its
frequency and previous experience of the trainee.

In cases where there is no risk of causing pain, distress, suffering or lasting harm to the
animals, the trainee can proceed to work under supervision before achieving the Learning
Outcomes.

However, in all other cases, Learning Outcomes need to beedltminine with the agreed

pass criteria before proceeding to work under supervision. The Learning Outcome approach
should allow the achievement of an acceptable level of understanding of the subject to ensure
that no unnecessary pain, suffering, dist@sksting harm is inflicted when working under
supervision.

Quality criteria for a training module

1 Sufficiently detailed learning outcomes
- Theoretical knowledge to be gained
- Practical skills to be obtained,

91 Defined assessment

9 Passfail criteria.



Terminology used

The training should be based on a modular structure. The mothllemto different
categories

1 compulsory to all functions as stated in Article 23{¢luding National Legislation
Module),

1 required only for (a) specific function(s);

additional moduledfor facilitating learning specialised skills as well as lifelong
learning, (e.g. Surgery Module)

Function = one of the four functions provided in Article 23(2)

Task = tasks identified e.g. in Articles 24 (responsible for care and welfare
etc.), 25 (designated veterinarian) and 38 (project evaluation)

Core module = a compulsory module for all functions and with the sa@&rning
Outcomes

Function specific (prerequisite) module
= a compulsory module for (a) specific function(s)

Task specific module = a recommended modute enable stafto carry out(a) specific
tasks)

National module = includes national/regional transposing legislation and any other
legislation relevant to the use of animals for scientific purposes
(e.g. transport, CITES, waste, GM)

Course = a programme, containing one or more Modules, designed to meet
the training needs of individuals identified in the Directive

Specialisation for species

Some of the training modules will be species (group of species) specific.

The initial training module needs to bempleted fully for a specific species or a group of
species.

Skills expansion to further species will requdemanstration of attainment of Learning
Outcomesfor the new species within the same module.

® (a) carrying out procedures on animals; (b) designing procedures and projects; (c) taking care of animals; or
(d) killing animak.
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However, it may not always be necessary to repeat all the elements of the initial training
module for the new species as there may be common elements of contertlibevepecies
which do not require to be repeated.

Exemptions to Modular Training for functions (a), (b), (c) and (d)

Exemptions frommodular training may be permissible,and will be dependent on the
information provided on previous training and expgerti The principles on which such
exemptions are given should be transparent and available to all.

Approval of training exemptions could either be made byGbmpetent AuthorityCA) or,

where clearly defined criteria have been made available to the establishment by the CA, this
may be approved at the local establishment level (by person responsible for training (Article
24(1)(c)), with any such exemptions recorded and availablegpection by the CA).

As a matter of good practice, irrespective of the training history, any new arrival at an
establishment should have training and competence reviewed before the individual is
permitted to work unsupervised.

Some form of mutual recogion at least within EU of approved training courses is needed to
facilitate movement of personnel

Principles for Exemption

AGrandfathering ino shoul d kétha isdf egivideats f or
are already trained and experiendedtheir areas of work, there is no requirement for
additional training (except where the individual wishes to develop in new areas e.g. new
specie} although there remains the requirement main&ain competence andndertake
appropriateCPD.

For individuals who have not been working wittr caring for animals in scientific
proceduresfor a significant period of time(in any eventif exceeding5 year$, these
individuals, should be required to satisfactorily compleppropriatetraining before re
commencing to work.

There should be no exemption to the requirement for trainingemidrState legislationi
completion of the legislation module training is generally expected.

However, rarely, incircumstanceswhere specialist inguon a particular procedure is
required, and where the individual will have formal responsibility for the welfare and care

of the animals, and is performing under supervision of experienced care staff, an introduction
to the legislation, in particular e role and responsibilities of the individual, may be
considered appropriate.

Applications for exemption should contain all relevant training and previous experience, such
that these may be mapped/matched snerStatetraining requirements.

Member $ateshould identify and publicise information on any standard exemption criteria.
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Training Modules with the respective Learning Qutcomes

Appendix | contains the developed Training Modules covering all Core and Function Specific
(prerequisite) Moduledn addition, anumber ofTask Specific and other AdditionaModules
were developetb support the development of appropriate training courses

Assessment of Learning Outcomes

As there are many different ways that LOs may be assessed, it is impracticadltp dixed
pass/fail and assessment criteria for each Module. Therafsessment criteria should be
developed by the course provider for each LO within a moduleovered by the proposed
course

While different means, such as multiple choice (MC),temitoral examination, online exams
or examination of practical skills can be used to assess and individuals learning performance,
some considerations should be taken into account when preparing the assessment criteria:

Assessment/pastail criteria

It shoud

A Be objective and transparent
Be comprehensible and clear without ambiguity
Have clear pastail criterig;

Provide reliable results

o o o Do

Ensure students have achieved an acceptable level of understanding of the subject
suitable to proceed to workingnder supervision, such that no unnecessary pain,
suffering, distress or lasting harm is inflicted

A Identify, where appropriate, critical elements that cannot be failed

Assessment should have appropriate oversight / invigilation. Course atteme@nicement
should be set in accordance with Learning Outcomes; some parts may require full attendance.

Methods of assessment should be economically viable and available

Consideration needs to be given on whether or not there should be a maximum number of
attempts which can be made to achieve the appropriate standards.

lllustrative examples of assessmeht.earning Outcomeare included irAppendix I,
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Mechanisms for Supervision and Assessment of Competence

Satisfactory completion of a Training Coursedaattainment of Learning Outcomes are
important steps, but these must be followed by a periappfopriatesupervision(unless
competence is satisfactorily attainedd assessedluring the training courseyntil the
requisite competence has been attained, and before the initial educational process can be
considered to have been completed.

Good supervision can #&nforce and enhance learning outcomes, but equally inappropriate
supervision can have negative consatces, occasionally promulgating -aditdate or
simply poor practices.

Qualities required of a good supervisor

The selection of the right individuals as supervisors is crucial. Practical training and
supervision should be carried out by a person whoaslktigs include:

1 has appropriate and up to date knowledge andkibed and competent in the
procedures,

1 has sufficient seniority to command respect badauthoritative with regard to their

knowledge and experience

is able to impart skills and knowledgeothers (requisite teaching skills)

understands the reasons why training and supervision are important

has good interpersonal skills
is committed to implementing the spirit of the legislation as well as the letter of the

law

= =4 =4

For complex procedures n@than one supervisor may be required, for example where both
surgical and anaesthetic skills are needed.

The supervision process

Each User, Breeder and Supplier should ensure that there is a robust framework within which
training and supervision can takdace, with clear standards that define competence in
knowledgebased and practical skills.

Achieving consistency in all of these processes is essential.

Each trainee should have:

1 a formal training plan outlining their personal objectives and the practical and
knowledgebased skills s/he requires;

1 aclear idea of the criteria for competence in each skill;

records of training and competence;

1 regular reviews of training, competermed their personal development plan.

=
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A traineeb6s devel opment should be clearly
Equally, the level of supervision should be traceable in the training records.

The level of supervision can be divided in fatages:

47 Supervisor present when the procedure takes place providing direct supervision and
advice

3 T Supervisor aware when procedures are taking place and available for rapid

intervention if required (i.e. in the vicinity of the procedure)

217 Supervsor aware when procedures are taking place and available to attend to provide
advice if required (i.e. in the vicinity of the establishment)

17 Supervisor aware when procedures are taking place and available for discussion to
provide advice if necessa(g.g. by telephone)

01 No supervision required

The UK Laboratory Animal Science Association has produgaiding principles on the
supervision requirementfr persons carrying out procedures (persdi@nce holders)
which can be found at:

http://www.lasa.co.uk/LASA GP_Supervision_& Competence 2013 final.pdf

Assessment of competence

Ideally, the person who assesses competence should not be the sameapeitsat who
trained but this may be difficult for highly specialized skills and in small establishments.

Trainees should understand what standards/pass/fail criteria will be applied to their
assessment.

The assessment of competence should preferabdydimce at the trainee's normal working
environment.The assessor should observe and evaluate the trainee performing the
procedures to assess practical competence.

It is also important for all establishments to have a mechanism in place to ensure that
incompetence / poor practice in any member of staff is recognised and reported to allow
appropriate remedial action to be taken.

lllustrative examples of assessment of competence are included in Appendix Ill.

Review/maintenance of competence

This should be considered as@mgoing process and there should be some oversight within
the facility to ensure that acceptable standards are maintained.

Where procedures are performed intermittently/rarely and/or individuals have not performed
procedurs for some time, consideration should be given to provision of additional
supervision. Similarly, problems being encountered or the introduction of a new or amended
procedure should trigger a review of competence.

14
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Continuing Professional Development (CPD)

Meeting requirements of Articles 23 and 2 with regard to continuous training and
maintenance of competence

Article 23(3) requires that staff shall maintain competence through a process of continuing
education (Continuing Professional Developme@PD). This process shall be overseen by
the person responsible for training, identified in Article 24(1)(c). This requirement is intended
to ensure that all those involved in the use and care of animals remain competent@and up
date on new developments in firedd.

FELASA® has proposed guidelines for continuing education for all persons involved in the
care and use of animals for scientific purposes experiments. The system is based on the award
of credits, of which 50% must be achieved by attendance at eddmrBeities which have

been subject to scrutiny by a professional body. The other 50% can be achieved from
activities which are recognised by the employer. Further details are given on the web site:

http://www.felasa.eu/recommendations/quidelines/guidelioesontinuing
educatiorafor-personsnvolvedin-animalexperime).

It is important that whatever processeistablished the training is mutually recognized and
that the records are transferable. It is also essential that at least some of the CPD is directly
relevant to the field of (Laboratory) Animal Science.

Recording of Training and Supervision

Training reords should reflect the level of training and level of competence to allow skills
transfer across the EU. Currently there is a high variability in types of records being kept and
in the control of record keeping from centralised facility to individual. Thkure and/or
compliance history of the establishment influences record keeping. GLP establishments
usually have good records of training which may require little / no change. Accurate records
are an essential part of all training schemes and shouldporete professional education

and relevant competencies acquired prior to present employment.

Records should be detailed down to the procedure level and be species specific. They should
identify the level of supervision required, attainment of initial peteance as well as the level
of competence to allow the person to supervise and train others.

A common approach in the way training and attained competences are recorded will facilitate
movement of personnel. An example of a common Record Template idedalu Appendix
V.

® The Federation dEuropeariaboratory Animal Science Associations
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PART B

Approval / Accreditation of Courses

There needs to be a system of Approval / Accreditation for TraiGiogrsesto assure
confidence in the quality of training and assessments being proviciding courses may
cover one or more Modules.

Glossary of terms
Quiality assurance

The maintenance of a desired level of quality in a service or pradsbobuld be
undertaken by Module Providers and, where applicable, will form part of an
accreditationprocess

Accreditation
Process in whicleertificationof competency, authority, or credibility is presented.
Mutual recognition

Agreement between two organisatidiesy. MemberStateCompetent Authoritigsto
recognise each otherjgrocesse®or programmes. Mutual recognition may between
higher educationnstitutions quality or accreditingagencieor professional bodies

Benefits of having an approval/accreditation system for Traini@gurses

1. Facilitates free movement of personnel
2. Enhances Animal Welfare;
3. Improves quality of science using live animals

How should aTraining Course be approved / accredited?

Accreditation is a continuing twaay process which is reliant on good communication
between all parties. The accreditation process should include

Written submissions

Discussions between course providers and assessors

Visit to course

Course accreditation/approval should be reviewed at least 5 yearly and if any
significant changes to delivery, content or assessment are proposed

1 Ensuretrainingis deliveredo the agreed standard.

= =4 4 2
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Information requirements for the Course Approval / Accreditation

Any approval/accreditation process should specify clearly to course providers what
information on course content, delivery and assessment should be provided. Thi&tdsho
appropriate expertise available to assess the submitted information. The information should
coverinter alia

T
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Applicant and institution

Information on trainers and their qualifications/experience

Full content of the syllabus for the Mod(dgandthe associated earningOutcomes
Course materials and the way it will be taught which will include coleselouts

pre course reading, teaching aids, practical/theoretical.

If practical elements includédhow are these taught and assessed.

Informationon use (and justification for use) of live animals

Description of facilities where the course is taking place

Timetable and information about the type of teaching in each session
Communication with students

If distance learning, what methods will be usaud how to ensure independent
assessments

Ratio of trainees to lecturers in both theory and practical elements (1 to 4 suggested as
maximum for practical training)

Desirable that the trainer is not the assessor (or ensure clear distinction between
training and assessment)

How the course is going to be evaluatedlssessment; Feedback

Assessment of Satisfactory Completiomethods, pass/fail criteria, critical elements
not to be failed

Certification (two languagesnothertongue and English (annex) wdube preferred

to promote free movemerit certificate should have basic content included for
information

Module provider should maintain records of participants, pass/fail and feedback.
Submission is always best to have too much information rather thditthe but this

can be managed by Information Request Form from approver/accreditor
Attendance requirements to be included as applicahis &llows the attitude of
student to be better assessed e.g. ethics discussion).

Minimum of two courses to bbeld prior to approval/accreditatiofN.B. Provisions
should be in place for course attendees when a course fails to meet the sjandards
Information to the accrediting body on attendance and pass/fail and frequency of the
course- not published but heltdy the accrediting bodies. Feedback should be made
available tocCompetent Authoritiesn request.
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Principles for an Approval / Accreditation Process

1. Independence from the training provider/organization
2. Should be proportionaand affordable;

3. Sustainale and consistent standards

4. Builds confidence with trainees, trainers anember State

5. Competent assessors

Responsibilities of thosepproving / accrediting courses

The main responsibilities @pproving /accrediting bodies are to:

offer adviceand information to prospective course providers;

approve/ accredit courseswhich respond to the agreed quality criteria;

ensure consistency of content and outcomasross modules;

ensure compliancewith declared objectives and procedures in relation to the delivery
of training andassessment the set Learning Outcomes

1 apply and review the mechanism$or monitoring the successful outcome of training
and assessment

= =4 =4 A

Framework for mutual acceptance

Principles for a mutual Approval / Accreditation framework are required addbes for
mutual acceptanceof training carried elsewhere.

There are many different approaches empl oye
coursesi these are not alwaysianaged by Member State authorities, nor is there any
common system to obtain Aapproval o by a Memb

To meet obligations under Article 23, Member States are obliged to ensure that staff are
appropriately trained there is therefore a need for Memit&tates to indicate satisfaction
over training provisiofi whether delivered locally, regionally, nationally or internationally.

Confidence in training standards and outcomes is required, but trust and improved
communications will need to be establisheddeliver mutual recognition between Member
States.

A forum for exchanging information and a central repository of course availability/content
are desirable, and mechanisms/resources available to ensure information remains current.
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All courses should ha/some form of independent oversight/approval, and this should apply
also to local irhouse training courses.

The system to promote mutual recognition and quality of training at an EU level should be
cost effective with minimal administrative burden. As there is no specific funding available
for this purpose, the potential benefits would need to be sufficietthctve to secure funds
from Member States and user community. The European Commission cafundinade this

task as it falls outside itdirect area of competence, however,cdan facilitate with e.g.
organisation of Expert Working Groups on specitibjscts in relation to the implementation

of the requirements of the Directive and provide E&T related information on itsieeb

Proposal for an EU Platform and Information Portal on Education & Training

An EU Platform should be established for a moduldraining framework to enable
information sharing and communication between:

91 Approval /Accrediting Bodies
9 Course Providers
1 Member Statauthorities

This EU Platformwould conduct business electronically, and meet by audio / video
conferencing 2 times/year It should bemade up fronbalancedepresentatin of Member
States,Approval / Accrediting Bodies, CouesProviders The purpose of thiEU Platform
would be to:

Establish criteria foApproval /Accrediting Bodies;

Recognise and maintain atlef Approval /Accrediting Bodies andourses;

Maintain criteria for modules and evolve these as required;

Share information on standards for supervision and assessment;

Share information on standards and templates for recording training and assessment;
Provide contact details for liaison.

S

The above is not an exhaustive list and agreement would need to be reached as to the specific
purpose(s) and functions of tk&J Platform

There should be no conflict of interest or direct control by any member &Uhilatform

and its purpose would be simply to serve as a means of sharing of information and best
practice, and to develop an understanding of the training and education in each Member
State, thus building confidence and promoting mutual recognitioaiofrtg delivery.

The above will require drivers to move this forward and prepare terms of reference for the
information portal.

This EU Platform s not intended to add bureaucracy or to exercise any means of control over
the approval /accreditingprocesses and mechanisms, or to provide any unfair advantage to
any individual or organization that participates. It is simply there to facilitate and inform.
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The aims are

T
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To develop and build on mutual trust and confidence in each Member States training
mechanisms across the EU

To deliver the objective of free movement of personnel

To shae training resources

To review modulesvhere require@nd agree new modules and

To provide a point of contact for course informatiéor trainees and course
providers

This will be an evolving process.

EU FRAMEWORK FOR A MODULAR TRAINING COURSE ACCREDITATION
FOR DIRECTIVE 2010/63/EU
MS A MS B MS C MS D MS E MS F MS G The .Com mlsswn_ca_n
: 2 2 G facilitate by providing
: : : y 1. Information portal
N v v v < containing
EU L.A.S. E&T PLATFORM
(independent of the EC) Links for
composed of an elected, limited number of representatives » accrediting bodies
of MSs, Acc.Bodies, Course/Module Providers (e.g. 5+3+2) to % * course/module providers
- establish criteria for accrediting bodies » space for course/module
-recognise and maintain list of accrediting bodies providers to catalogue
- maintain criteria for modules courses/modules
- agree transparent internal Rules of Procedure
- rotating Chairmanship and Secretariat Inform ation on
7 " " = s criteria for modules
S ! ! s * standards for supervision
a i \ > s standards for assessment
® standards and templates
| ! for recording training and
Accrediting body E || Accrediting body assessment
Nat’l A e | Public Accrediting body » contact details for the
cerediting body Private EU Platform
Int’l
2. Ad-hoc meeting
facilities, Expert Working
Groups for specific topics
Course/ Course/ Course/ Course/ Course/ Course/ Course/
module module module module module module module
provider provider provider provider provider provider provider
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PART C

Roles, tasks and training for functions in Articles 24 and 25

Additional guidance has been prepared to assist those performing functions under Articles 24
and 25 to better understand the roles also to provide suggestions for training for those
persons fulfilling these functions.

In addition,a desirable profile is suggested for each of the functorisrther illustrate the
needs of the roleHowever, itis acknowledged that priorities will fiier dependent on the
needs of the individual establishmer@imilarly, the person's educationdbackground,
previously completed training and work experience may justify exemptions or part
exemptions from the recommended training. For example, the pasoonsible for the care
and welfare of animals could be exempted fromodule 23 in circumstances where
informationis provided of suitable prior training or qualifications for example in aquatics or
agricultural animals.

Person(s) responsible fopverseeng the welfare and care of animals in Article 24(1)(a)

This role will often be fulfilled by an experienced care person/senior animal technologist,
although the designated veterinarian may occasionally assume this role. There could be one
or more persons, nameghchwith clearly defined areas of responsibilities.

The individual should be able to provide independent advice on welfare and care of all
animals within the establishment to minimise suffeang optimise welfare of animabing
bred, kept for use or used in the establishment.

The individual is expected to be actively involved on a daily basis in safeguarding the welfare
of animals within the establishment, should have managerial authority enabling them to
establish and maiain high standards of husbandry and care, meeting the standards set out in
Annex Il of the Directive ando champion a culturef care amongst both husbandry and
scientific staff.Institutional support and structure is required, especially when advite of
person responsible for care is challenged

The individual should be practive, working as appropriate with the designated veterinarian,
to promote implementation of refinements in animal husbandry, care and use, and contribute
actively to the worlof the Animal Welfare Body.

The role can play an important part in improving the quality of the scientific outcomes.

A simple acronym describing the role was sugge$td@ARE - Institutional Care and
Animal welfareREsponsible (person).

Summary of main taks

1 Establish an overarching system for continuous care of the animal

o Ensure animals are checked daily

21



o Establish annformationdecision chairand make it known to all relevant
personnel;

o Ensure there isvailable expertiseto recognise any variatiorrdm the
normal health and behaviour of the animals

1 Input to the Animal Welfare Body (AWB) including advice on refinement of
proceduresind other aspects that impact on the lifetime experience of the animals;

1 Develop a good understandiramd working partrership, with the [Bsignated
Veterinarian (DV);

1 Develop and maintain hightandards of husbandry and care appropriate to the
species used;

o Ensure the welfare and husbandry requirements of the species housed at
the establishmerdre met

o Ensure the cagingr housingneeds for different group sizes, optimum
environmental conditions includingenrichment opportunitiesand
nutritional requirementare met

o Ensure the physiological and biological needs of the spaeilfilled,

1 Champion the principles allture of care among staff of all levels.

Suggestegbrofile
1 Should have "personal authority" deriving from their background, experience,
knowledge and confidenge

o Abiltyt o di sthessasmefidtevel 6 with the scie
welfareissuesareunderstood andddressed

1 Communication and diplomacy skills

o0 Understand the importance of effective communication and ability to
impart information in the appropriate format and level

o Ability to work collectively and collaborately, with the DV, AWB, and
scientists: e.g.to introduce and implemenan improved enrichment
program

o Effective witten and oral communication skills

1 Good judgemerit being able to balance scientific and welfare needs;
1 Independence fromcientific researcprojectsas far as possible

Initial training

All persons responsible for overseeing the welfare and care of animals should have received
appropriate training. Where a combination of the developed training modulesed,
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Module9 should be included as this module requires a deeper appreciation of the Three Rs
and good scientific practice.

Training and experience should therefore inciude

1 All Core Modules

1 Function specific Modules for function A (3.2, 7 anch@iiModules 9 and23;

1 Module50- "Introduction to the local environment (establishment)”

1 Development ofsufficient understanding of scientific procedures to enable
informed interactions with scientists;

1 Development and maintenance of appropriate record keeping systems

Continued Professional Development (CPD)

1 Maintaining knowledge of standards of housing and carespeties for which
they have responsibilities
1 Further developlsll set on roles and responsibilities

0 understand the specificities of their rol®w to handle their responsibilities
and manage interactions/communications with animal care staff and ssjentist

1 Keep up to date withavelopments in Threles, communicatioandmanagement

Persons) responsible for ensuring information is available on the sgges housed in the
establishment in Article 24(1)(B

The person(s) responsible for this role would have to ensure that a range of relevant
informationis made available, to those who need it, and that the information is kept up
date as far as possible.

This would include all manner of informati@n the species housed and useldting to a
varied range of subjects such as:

1 information relating to the species used in the establishment;

animal care and husbandry;

animal welfare and th€hreeRs;

EU and n#onal legislation, guidance and local rules/information;

external information and publications which deliver relevant guiding principles

for good practice in a particular aspect or area of work (FELASA guiding

principles documents for example);

1 information regarding new initiatives, technical and practical advancements and
good practice in a relevant field of research and in relation to the species
concerned.

= =4 4 A

In large establishments it will be difficult for any one person to be aware of all the issues in
all areas of science. Ensuring that the most relevant information is available to all will require
an appropriate network within the establishment to ensure that all relevant information is
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collected and disseminated appropriately. The individual(s) refp®may concentrate on
specific areas e.g. animal husbandnd care; particular animal models, or one individual
may act as a central -@vdinator within the establishment.

It has been suggested that the Animal Welfare Body may contribute to the taskistoin
the identification of relevant information and -oodinate dissemination to the correct
individuals.

It is essential that the relevant individuals are appropriately trained in information search and
retrieval, and have access to the relevamrmétion sources.

This function is sometimes linked to that of the person responsible for overseeing welfare,
but the person does not need to be expert in all areas of sdieratber have good
networking ability.

Summary of main tasks

1 maintaining contets for information sharing (e.g. with the National Competent
Authority, various specialist interest groups including, specialist research groups,
professional bodies, FELASA and national LAS associatiditsee Rs and
animal welfare organisations);

1 searcing for and disseminating current information (n€reeRs initiatives in a
particular scientific field for example);

1 maintaining local contact details based on function, type of ratec(&23(2)(a
d)), research interests etc. in order to circulatermftion effectively i.e. directed
to those individuals who would benefit (avoiding a comall approach which
would carry the risk of information being ignored);

9 distributing informationpro-actively, as appropriate, to individuals and groups of
staff/students

i assisting, as appropriate or as requestersgms in charge of projecin securing
the necessampformation relevant to their project

1 be able to providguidance onvhere andhow to searcfior relevant information

This role should nowork in isolation but in ceperation with other roles and in particular
complementary to the work of teWB to achieve the aims established in Article 27(1)(b).

A system should be established within which facilitates all staff having access to amtrele
information e. g. A3Rs information Centreo
scientists

Suggestegbrofile

1 Good communication skills

i Trained in accessing/finding and distriimgt relevant information to relevant
users/recipients

1 Ability to select andarget information relevant to the individual persons needing
it(avoiding Ainformation overloado) .
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Initial training
Training should include searches for information and strategies for dissemination

1 LO 2.13 Describe relevansoures of iformation relating to ethics, animal
welfare and the implementation of thhreeRs

1 LO 51.1: Be aware oflifferent search tools (e.g. Go3Rs, EURL ECVAM Search
Guide) and methods of sear@hg. Systematic reviews)etaanalysis)

1 LO 51.2: Explain the importance afisseminatiorof study results irrespective of
the outcome and describe the key issues to be reported when using live animals in
research e.g. ARRIVE guidelines

1 Module50- "Introduction to the local environment (establishment)"”

Continued Professional Development (CPD)

 Communication
1 Information resources

Person(s) responsible for education, competence and @Pof staff in Article 24(1)(c)

This role may be a staralone defined position within a large establishment, but often the
role will be undertaken by different persons, and, can also be undertaken in combination with
other roles. Where more than one person is tasked with this rolempastant that they all

work to the same principles and standards, and oversight of this role should therefore be
maintained at establishment level, rather than at the level of an individual research group or
department.

The person will generally be inlved in the coordination of training and ensuring that
supervision, competence assessment and continued professional development are undertaken
and recorded, rather than being directly involved in delivery or assessment of training or
competence. They clilinot, in most cases, be directly responsible for thetoaay training

of each individual so certain practical responsibilities would have to be delegated to
experienced practitioners who, themselves, should be able to train and/or to supervise the
neassary techniques.

The person responsible for training and competence should have sufficient authority in order
to influence others and to be able to make decisions on training issues.

Summary of main tasks
The person responsible for training and competshoeld oversee the following tasks:

i setting and monitoring therequired standards for the institution for training,
supervision, competence and CPD for each of the functions in Article 23[R)(a
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1 communcating requirements/expectations (for example identified training needs
to all staff concerned and ensuring that staff are aware of their individual
responsibilities to train/supervise and/or to be trained and supervised, until
competent, as appropriatetheir expertise and their function

 communicating to trainers

1 identifying appropriate training (modules, species and specific techniques) of
recognised quality

1 identifying and disseminatg opportunities/activities for education, training and
CPD;

1 identifying possible trainers for specialist procedures/techniques;

i1 developing local requirements for training records to be used throughout the
establishmentensuring that mechanisms are in place to identify new training
needs;

1 establising mechanismsa identify any refresher training requirements as they
arise (which may be triggered in a number of ways, for exapnaeedure not
been used for a prolonged peripdor surgical results);

9 checking and verifying training records when individuals tranffem other
establishments and identifying any new training which might be required;

1 receiptand checkingf training records/certificates

1 consideration of requests for exemptions from trairang, as appropriaten
agreement witlCA determined criteria

1 ensuring that all records are complete, accurate and-date;

1 working with colleagues locally and further afield to develop a consistent local/
national/EU approach to training/supervision/competence and to the content and
detail needed for individuaraining records (to ensure that these are meaningful
across and beyond the institution) to facilitate the transfer of staff

1 ensuring that competence is maintained.

Involvement in training/supervision/assessment

This will depend on the nature of the pei
vary. If this role is solely a management/administrative role then direct involvement

in training/supervision/assessment will be less likely. However, where the tasks
associated with the role are delegated (i.e. where the personnel involved have other
active duties as project designer/manager, member of the animal care staff or
designated veterinarian) then direct contribution to training/supervision/assessment is
likely. In each case this will be subject to the background, expertise and competence
of the individual/s concerned and their dayday work. Whilst the person
responsible for training and competence may or may not be directly involved in the
provision of traning they should oversee the process of training, supervision,
competence and CPD within the establishment which would include making sure that
training is taking place, that standards are acceptable and that a consistent approach is
being adopted and dedéired by and for all staff.
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Suggestegbrofile

Personal skills

1 Good communication skills
1 Good management and organization skills (data management)
1 Good judgmental abilities

Knowledge based skills (all considered essential)

Extensive understanding tife regulatory system and legislation

Knowledge of Ethics and thenreeRs

Basic understanding of the research prgcess

Detailed knowledge of institutional policies and research programs

Thorough kowledge and understandingf relevant educational anttaining
requirementgboth national and international/EU)

1 Knowledge ofavailabletraining

1 Understanding of management of confidential data, including legal obligations.
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Initial training

Training will vary significantly depending on whether persoaasvely involved in delivery
of training, supervision or competence assessment.

For those involved in the coordination, confirmation and recording of training an
understanding of the legislative requirements is necessary.

AS a minimum

1 Module 1- "National legislatiol;
1 Module 2- "Ethics,animal welfare and th& hreeRs' (level J);
1 Module50- "Introduction to the local environment (establishmént)

Continued Professional Development (CPD)

1 Remain current on laboratory animal training and nesthodologies
1 Knowledge of the EU platform for Education, Training and competences
1 Basic understanding of teaching principles

Persons) carrying out project evaluation in Article 38

Those involved inproject evaluation should have access to training the processjn
particular on how the objectives of the project, the application of the Three Rs and the
assessment of severity classification should be evaluatedpratbw the harrrbenefit
analysis should be undertaken.
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Although there are differe@rstructures in place for meeting the requirements of Article 38,
training for all those involved would be beneficial to promote transparency and consistency
in the evaluation process. The training should address the context, the principles and the
criteria of a project evaluation to allow the evaluators to formulate impartial and justified
opinions. Project evaluation also requires careful consideration of the effectiveness of the
application of the Three Rs within the project.

It is important that thoseacrying out the PE have a good understanding of the expected
harms to the animals and the proposed benefits of the research, as thbehetfim
assessment is @ntralelementof the authorisation process. In terms of assessing harms, it
follows that an hility to perform a welinformed and consistent assessment of severity is an
essential element of the process. Training should inghfdemation on the various systems
available to assist th@rocess, and how these can be applied in practice.

Considerations on the requiremerftyr retrospective assessment of projects and how
amendmentto project applicationare dealt with should also be part of this training

Initial t raining

1 Module 17 "National legislatioly
1 Modules2 and9 - "Ethics,animal welfare and th@hreeRs' (levels 1 and 2
1 Module25- "Project Evalators.

Designated Veterinarian in Article 25

Under the Directive, each breeder supplier, and user establishments should have a Designated
Veterinarian (DV) with expertise ihaboratory Animal Medicine, charged with advisory
duties in relation to the webeing and treatment of animals. The role of the DV extends
beyond advice on disease or health issues, and is an integral part of the development of
continued improvement of mmtific practices, in particular with respect to refinements in
model design, clinical monitoring, and a culture of care.

Il n case a fsuitably qualified expert where
charged with fadvtotheowellp ed mntgi e di n rrealt anteind n o f
person will already have the necessary technical and zoological expet&gant to the

species concerned@hey should be able to demonstrate a holistic approach to ensuring health,
husbandry, treatent and welfare of the animals under their cameadditionthey should
undertake such training as necessary to be able to deliver the role effectively. This is likely at
the very least to include training in legislation, ethics and the Three Rs.

Summaryof main tasks
Establish a programme of veterinary canel collaboration with the AWB to deliver
91 Provision of advice and veterinary services regarding choice of species and strains

(including GA animals), transport, import and export of animals;
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1 Provisionof advice regarding animal acquisition, husbandry, housing and care;

1 Surveillance of the health status, prevention, detection, treatment and control of
diseases (including zoonoses) and disaster planning in case of outbreaks;

1 Contribution to the work of the Animal Welfare Body (AWB) on matters of
animal health and welfare and the implementation of the Three Rs;

1 Input and advice to the researchers, the person(s) responsible for the project and
the AWB on animal use models, exipeental design(as appropriate)
implementation of the Three Rs and severity assessment of procedures;

1 Recognition and management of adverse events impacting the health or welfare of
animals, whether associated with an experimental protocol or not;

1 Provison of advice and recommendations for samgical and surgical
interventions;

1 Provision of advice and guidance for the anaesthesia, analgesiamppostive

care and alleviation of pain, suffering and distress in relation to experimental

protocols;

Assessment of the wdbleing of animals and recognition of severity classification;

Establishment and maintenance of adequate clinical observation sheets;

Keeping of accurate veterinary records;

Provision of advice and guidelines regarding implementatidrumane endpoints

and euthanasia practices;

1 Veterinary examination and advice and decision taking regarding:

o0 keeping an animal alive at the end of proceduresdlarnt7);

o0 animals taken from the wild that are found in poor health¢kr9);

o re-use ofanimal (Aricle 16) and the related aspects to be taken into account;

o re-homing of animals (Artle 19) and the related aspects to be taken into
account.
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A veterinarian may also provide useful expert input on project evaluation.
Involvement in training/supervision/assessment

A veterinarian may also provide useful expert inputvaluatng whether an adequate
training programme is in placegarding:

Embedding of a culture of care in the overall training program;
Handling and care of laboratory animals;

Handling and care during procedures;

Clinical observation and their correct recording;

Non-surgical and surgical interventions in the species concerned,;
1 Euthanasia practices.
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Initial training

Veterinarians have a strong background in animal health, diseadfare and hygiene.
However, it is recognised that the field of Laboratory Animal Medicine and Science
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represents a focused area of veterinary expertise and that additiorgiguhsite veterinary
training is therefore needed to fulfil the roles aesponsibilities of the DV.

The general appreciation ahimal care, health and managemen{Module 4),recognition

of pain, suffering and distress (Module 5), andanaesthesia, analgesiand surgery
(Modules 2022) are all part of normal professional veterinary training. Species specific
specialisatione.g. norhuman primates, avian, fish, cephalopods) can be dealt with as and
when required following a gap analysis and as part of CPD. This is notraquisite for

initial DV training.

However, ore competencies should include appropriate knowledge of the European and
National legal environment under which they will be required to work.

Veterinarians should have adequate core competetheieare specific to thelevant species

or to groups of species (and related practieag)n the field of Laboratory Animal Medicine
and Science, includingelevantcompetencies that are not included in the normal veterinary
curriculum.

The exact definition ofadditional training needs will depend on the activities of the
establishment (e.g. species involved and type of activities, e.g. breeder/supplier vs. user).

A modular approach to this necessary additional training will maximize the efficiency of
training through customaion, and will ensure that competencies are tailored to the needs of
the establishment and the veterinarian.

Core competences should preferably be gained prior to starting a DV assignment, or as soon
aspossible thereafter.

The DV should have completedining in the following modules:

1 Module 1- "National legislation" with additional Learning Outcomes as described
in Module 24 (24.1 24.5),

1 Module 9- "Ethics, animal welfare and the Three Rs" (level 2) with additional
Learning Outcomes as describedModule 24 (246 - 24.12);

1 Module 101 "Design of procedures and projects”;

Module50 - "Introduction to the local environment";

1 Module 24- "Designated Veterinarian”.

CPD

=

DVs should be responsible for their own continuing development relevant to thé&inrwor
order to maintain and develop their competencies. DVs should also refer to national
veterinary Regulatory Authorities for minimum CPD requirements in the country where they
work.

A variety of modalities could count towards CPD, such as conferentsajure, formal
courses, site visits, internships, congresses, or interaction with colleagues. In some
circumstances depending on personal choice, CPD could be integrated into a career
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development path leading to additional qualifications such as afi€zeiin Laboratory
Animal Medicine (e.g. CertLAS in the UK), a national Diploma in Laboratory Animal
Medicine (e.g. Fachtierarzt fir Versuchstiere in Germany) or an ECLAM (European College
of Laboratory Animal Medicine) Diploma.

DVs are responsible fanaintaining records of their CPD.

Use of live animals for the purposes of education and traing

It may be useful to separate and define what isntn@a education versus trainisgnce they
may entail different concerns over animal usshacation could be interpreted principally to
refer to the imparting of general principles (e.g. in anaesth@sigain knowledgevhereas
training could refer mainly to the teaching of practical skills

The use of live animals faeducation andraining purposes which may cause the animals
pain, suffering, distress or lasting harm (as defined in Arti¢l) 3will require project
authorisation.

The extent to which animal use is permitted varies considerably amentbét Statesand
quite diverse viewsire expressedfor example from routine use in acquisition of skills to
exceptional use under very specific circumstances.

However, in all circumstances, thesieould be a considered and structured approach towards
the use of animals ieducation andraining. The use of alternative strategies should be fully
explored and specific objectives and defined benefits be presented in any request for the use
of live animals.

Wherethe use ofive animals can be justified and project authorisation secured, often oth
limitations are used to minimise numbers or suffering, for example limiting severity to mild;
re-use of animals under nercovery anaesthesia.

The differing views on the use of animals in training has resulted in occasions when scientists
from one Memler Statewhich limits animal use ireducation and trainingave attended
courses in other Member States specifically to attend courses which use animals to develop
manual skills one example cited was to develop embryo transfer skills as part of a GA
progamme.

Ideally, within the EU, there should be a common understanding on the circumstances under
which live animals are required feducation andraining, and similar outcomes to requests
for such animal use.

It is important to note in this context thaith the adoption of the Directive it is considered
acceptable to allow the use of animals for the purposes of higher education, and training for

’ Article 5(f) of Directive 2010/63/EU describes trainirfgr'the acquisition, maintenance or improvement of
vocational skills"
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the acquisition, maintenance or improvement of vocational skills in the EU. Therefore, the
present discussidiocuses not on whether but on what circumstances under which animal use
is justified.

Justification for the use of live animals in education

The use of live animals for the purposes of education divides views. In many Member States,
the use of animals fdhis purpose has been in decline for many years. If education without
the use of live animals is achievable in some institutes (eamy medical schools) the
guestion beckons why this would not be achievable elsewhere. Furthermore, the development
and availability of new alternative teaching methods/strategies continue to increase rapidly in
this area.

The applicant needs to set out inalethe context in which animals are necessary, explain
the alternatives which have been considered and why these have been rejected, the specific
educational objectives to be obtained aod/ the applicant will determine if these are met

The applicantisould also explain why observations and use of data frogoorg scientific
procedures within the establishment could not be used to demonstrate the principles.

Examples of educational benefits to consider when assessing project proposals for
educationapurposes include

1 aneed to understand and learn variability of responses in live subjects;
1 contextual learning in specific scientific environment;
1 opportunitesfor students to be 'exposed basis to form a view on the issue

Justification for the use oflive animals in training

The use of live animals for the purposes of training of vocational skills was discussed
separately.

In contrast to the use of animals in education, their use in training could be more readily
justified.

Training using live animals should be restricted to those individuals who are at a stage in
their career development where animal use is considered nede$satlyose who will

1 work with animals;
1 use animals in scientific projects and

1 requirethe use banimalsto develop surgical skills for clinical purposes.
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Project applications and evaluaions for the use of animals in education and training

All applications for the use of live animals in education and training require careful
consideration to ensure that animal use is essential to meet the education or training
objectives, and that no other alternate strategy would suffice.

Wherever the usef animals is proposed, the application should explain how the animals fit
into the overalleducation or training programm&he Consensus @cumenton Project
Evaluation and Retrospective Assesstamdudesa number of préormulated questions for
building a project application template to invite the necessary information.

In general a tiered approach is used, usingaromal alternatives, cadaver work and finally
live animals.

8 http://ec.europa.eu/environment/chemicals/lab animals/pdf/EndorseRIAREf
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1. No animal use

1 Theory,

1 Demonstration of procedures/techniques (or physiological responses) by the use
of e.g. pictures, videos, interactive audlisual tools;

1 Observation of a competent person performing the procedure live as part of an
existing study;

1 Practice of technicalfpact i c al skills on Asimul ator s

2. Use of cadavers
3. Use of live animals
a. Non-recovery (anaesthetised) animals

A Use of the animal for more than one technique is recommended since
the harms for the animatethe same

b. Use of conscious animals

A If the procedurewill not influence experimental outcome, or
significantly affect severity, training could be done on animals within
an existing study;

A Training should always begin with teaching of the appropriate
handling techniques to the species in question.

In thedevelopment of manual skills, trainees should only progress to the use of live animals,
having demonstrated appropriate aptitude in simulator and cadaver work.

The tiered approach should be part of a systematic assessment when project evaluation is
carriedout for educational/training purposes. Consideration should also be given to

1 the type of traineek the skills needed, and an indication that these will be used;

1 the provenance of the animals to be used e.g. surplus stock animals; animals from
completedstudies, which have not yet beemhanized

It is acknowledged, however, that a person will not be fully competent until sufficient direct
experience on the performance of the procedure is gained. Therefore, an appropriate structure
for supervision and eopetence assessment needs to be assured to ensure no unnecessary
pain, suffering, distress or lasting harm is caused to the animals as experience is gained.

Acceptable Aharmso within an education or w

The severity of procedures should be restritteal Aneoaoveryo or fAmil do

However, it is recognised that rare, well justified exceptions could be accepted to this
general principle.
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Examples of such exceptions include

1 a surgeon training for the implantation of a device where it coulthpertant to
evaluate the success during the recovery phase ;

1 preparation of educational material to replace future live animal use.

The assessment of exceptions should always be carried out onlay@ase basis with
due consideration to the harms, bi#seand the educational value of the proposed work.

Due to the fact that in the area of education and traiamgals are ofterusedon
multiple occasionsparticular attention should be patd the cumulative effects of
techniques considered to be 'mwthan or 'below threshold' which when used in
combination or on more than one occasion (multiple) may lead to a 'higher' or above
'minimum threshold' severity when repeated.

The importance of and availability of competent supervision cannot beeoy@mrsised
and these aspects should be specifically addressed and evaluated in proposals for projects
using live animals for educational and training purposes.

Transition from Atrainingo to Aworking under

One of the main arguments for using liveimaals for training is to ensure that when
procedures are carried out by individyalsese should be performed competently with
adverse impact on the scientific outcodu® to poor technique

This is not the case for all studies, for example, bloogdssing for invitro studies where
although the scientific outcome may not be adversely affected, there remains the potential for
adverse welfare consequences

As individuals will vary in the time taken to attain competence, no hard and fast rules can be

set out to determine, for example, how many animals need to be used for training purposes
before undertaking scientific procedures under supervision. This further emphasises the
importance of having a weihtegrated training, supervision and competensgessment
programme. Individuals should only undertake scientific procedures for the first time under
supervision, after some informed considerat.
and the potential impact of poor technique on the sciencaranal welfare.
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Appendix |
Modules andthe related Learning Outcomes

Part 1: Modular structure

This document is intended to provide guidance to Member States and all those involved in
the care and use of animals under 2010/63/EU on the minimum recommended training
requirements under EU Directive 2010/63/EU (Article &8l Annex V). It is intended to
enable the development of an Education and Training framework, within the EU, which will
include practical competencies, training and Continuing Professional Development (CPD) to
ensure the competence of staff and to facilitate the free movement of rEdraathin and
between Member States.

The approach adopted here ahadular structure and the associatddearning Outcomes
recognises that training should be correlated with needs. It is important to note that this
document deals with output rather tharocesses and is not intended to be prescriptive.
Trainers can be flexible in the selection of course content, training materials and delivery
methods which will deliver the learning outcomes in a manner which meets their
national/local/institutional andf individual/group requirements. Trainers are able to use
their discretion when incorporating additional information to deliver training specific to
individual needs.

1) Modular Structure

The modules presented here include all those considered msiheum training necessary

before persons are allowed to carry out a Function (A fodbd some Additional modules
required to perform specific tasks, for example surgery. It is acknowledged that in some
cases, as detailed below, training will have &ément of practical training that will be
carried out under supervision. Finally, all modules can be delivered separately but it is
intended that course organisers can combine individual modules to deliver courses suited to a
particular function or specditraining needs.

The modules (see table below) can be grouped into three categories:

1. Core Modulesrepresent the basic theoretical training for all personnel performing any of
the Functions AD of Article 23. Completion of alCore Modules is compulsory for function

A, B and C, D (in the case of function D an alternative specific tede course has been
developed as an option [see belowhis includes Moduld covering national legislation.

2. Function Specific (Prerequisite) Malulesare required, in addition to the core modules to
meet the minimum training needs for a specific function

° Article 23(1) functions: A = person carrying out procedures on animals; B = person designing procedures and
projects; C = person takirgare of animals; C = person killing animals
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Training for Function D (killing animals) may be achieved by completing the required Core
and FunctionSpecific Modules or by completing antainative tailormade module that
combines the relevant necessary learning outcomes from the respective Core and Function
specific modules (module 6.3 in table below).

3. Additional and Task Specific Modules- Following the principle of correlating traimgy to
requirements, additional, fas requiredo, tas
not all, persons carrying out a function will need some essential additional training before
performing out a category of tasks or procedures. Thesjaeskfic modules described here

refer to training that is required for broad categories of tasks (e.g. advanced anaesthesia for
surgical procedures, see ModW#& below) but also coveringpther tasksspecifiedin the
Directivesuch asn Articles 24 25and 3.

Species Specific Training:after successful completion of the initial training module for a
species/group of species, skills expansion to further species will require demonstration of
attainment of learning outcomes for the new species within the sadale. However, it

may not be necessary to repeat all elements of the initial training module for the new species
to achieve the learning outcomes required for the additional species. Module providers will
be able to exercise discretion in determiningohtof the learning outcomes will be required

for the new species as these will have to be assessed on a case by case basis.

Core Modules- Functions A, B, C & D

1 Nationallegislation

2 Ethics,animal welfare and the Three Rs (level 1)

3.1 Basic andappropriatebiology i speciesspecific (theory)

4 Animal care, kalth andnanagemerit speciesspecific (theory)
5 Recognition ofain, suffering anddistress- speciesspecific

6.1 Humanemethods okilling (theory)

Function Specific (Prerequisite)Modules - Function A

3.2 Basic andappropriate imlogy 1 speciesspecific (practical)
7 Minimally invasiveproceduresvithout anaesthesia speciesspecific (theory)
8 Minimally invasiveproceduresvithout anaesthesia speciesspecific (skills)

Function Specific (Prerequisite) Modules Function B

7 Minimally invasiveproceduresvithout anaesthesia speciesspecific (theory)
9 Ethics,animal welfare and the Three Rs (level 2)

10 Design ofprocedures angrojects (evell)

11 Design ofprocedures angrojects (evel 2)

Function Specific (Prerequisite) Modules Function C

| 3.2 | Basic and appropriate biologjyspeciesspecific (practical)
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Function Specific (Prerequisite) Modules Function D

3.2 | Basic andappropriatebiologyi speciesspecific (practical)

6.2 | Humanemethods okilling (skills)

Alternatively

6.3| Standalone Module for Function D (only)

Additional Task Specific Modules

20 | Anaesthesia fominor procedures

21 | Advancedanaesthesia fasurgical orprolongedprocedures

22 | Principles ofsurgery

23 | Advancedanimal husbandrygcare andenrichmentpractices

24 | Designated Veterinarian

25 | ProjectEvaluator

Other Additional Modules

50 Introduction to the local environment (establishment) for persons tagagific
roles under the Directive
51 Information provisiorand retrieval

Part 2: Learning Outcomes

Learning Outcomes, expressed in terms of measurable verbsr{ee® Aelp to define the
knowledge and skills that course participants should be able to demonstrate by the time these
learning outcomes are assessed.

Firstly, it was felt that a reasonably detailed list will be helpful to course organisers; but re
iterate that these are not meant to be prescriptive.

Secondly, the measurable verbs used in this document, whilst helpful in describing the range

of rel evant topics, ar e mostly written a
Acompr ehensi on 0. arglinert mavever ghat anodert teaching should go

beyond that whenever possible and encourage critical thinking (e.g. evaluation; see hierarchy

of measurable verbs in Annex Thus we encourage course O0Ofr¢
| earni ngo, a | itraletraidinyg, rdtherotiman jush recallingy facts or mimicking

actions whaeever possible (see Annéx some examples).

It is acknowledged that the achievement of practical learning outcomes may be separate from
theoretical/knowledge based learning outcenme cases where there is no risk of causing
pain, distress, suffering or lasting harm to the animals, the trainee can proceed to work under
supervision before being assessed for having achieved the Learning Outcomes. Because
scientific procedures carpe risk of causing pain, suffering, distress or lasting harm only
animal care and husbandry tasks (Function C) should be done under supervision, before
achieving the Learning Outcomes.
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In all other cases, learning outcomes of a module need to be attaines with the agreed

pass criteria,as set by the course provider, before the person commences work under
supervision. This should lead to an acceptable level of understanding of the subject which
will ensure that no unnecessary pain, suffering, disti@ lasting harm is inflicted when
working under supervision.

It is important to note that the attainment of these learning outcomes does not mean that the
trainee has achieved practical competence. Competence and compétareieshieved
through pragtal application of the acquired knowledge and experience gained through
working. Competencies are assessed separately from learning outcomes.

Part 3: Modules

The following numbering has been used for the modules in order to ialé@ntion ofnew
modulesas these ardeveloped:

17 19 - CoreandFunction Specific Modulefor functionsunderArticle 23
207 49 - Task andAdditional skill relatedVodules

50 and above- Other AdditionalModules

10 Competence the combination of knowledge, skills and behaviour used to improve performance (a broad
concept, taking into account skills, knowledge and experience);

Competency:the ability of an individual tgperform a task properly (much narrower, activity task based in
focus)
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3.1
3.2

6.1
6.2
6.3

10
11

20
21
22
23
24
25

50

51

LIST OF MODULES

National legislation

Ethics, animal welfare and the Three Rs (level 1)

Basic and appropriate biologyspecies specific (theory)

Basic and appropriate biologyspecies specific (practical)

Animal care, health and managemeéspecies specific (theory)
Recognition of pain, suffering and distrespecies specific

Humane methods of killing (theory)

Humane methods of killing (skills)

Humane methods of killingAlternative staneéhlone Module for Function D
Minimally invasiveprocedures without anaestheskigpecies specific (theory)
Minimally invasive procedures without anaesthésspecies specific (skills)
Ethics, animal welfare and the Three Rs (level 2)

Design of procedures and projects (level 1)

Design of procedures and projects (level 2)

Anaesthesia for minor procedures

Advanced anaesthesia for surgical or prolonged procedures
Principles of surgery

Advanced animal husbandry, care and enrichrpeattices
Designated Veterinarian

Project Evaluator

TMTTTTTTTTTOOOTOOO0

A4 A4

Introduction to the local environment (establishment) for persons taking sg O

roles under the Directive
Informationprovision and retrieval
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Module 1: National legislation [National - Core]
This module provides a relevant level of understanding of the national and international legal and
regulatory framework within which projects involving animals are construaeidmanaged and of
the legal responsibilities of the people involved, i.e. those carrying out procedures on animals;
designing procedures and projects; taking care of animals; or killing animals, and may cover other
relevant legislation.
Learning outcomes
Trainees should be able to:
1.1. Identify and dscribe the national and EU laws and guidance which regulate the scientific
use of animals and in particular the activities of those carrying out scientific procedures
involving them.
1.2. Identify anddescriberelated animal welfare legislation.
1.3 Describethe authorisation that is needed before acting as user, breeder or supplier of
laboratory animals and especially the authorisation required for projects and where applicable
individuals.
1.4.List sources of information and support that are available (regarding national legislation).

1.5. Describe the role of the personnel mentioned in Article 24, 25 and 26, and their statutory
duties and other responsibilities under the National Legislation.

1.6. Describethe roles and responsibilities of tleeal animal welfare bodiesnd thenational
committee for the protection of animals used for scientific purposes.

1.7.Indicate who is responsible for compliance at an establishment and how this rakfyonsib
may be exercised (e.g. through the local AWB).

1.8. Describe when a procedure becomes regulated under National legislation (minimum
threshold of pain, suffering, distress or lasting harm).

1.9.Indicate who bears primary responsibility for the aalBrundergoing procedures.

1.10. List which species, including respective stages of development that are included in the
scope of the Directive / National law.

1.11.Indicate the circumstances in which animals under the scope of the Directive should be
humanely killed or removed from the study to receive veterinary treatment.

1.12. Describehe legislative controls over the killing of animals bred or used for scientific
procedures
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Module 2: Ethics, animal welfare and the Three Rslgvel 1) Core]

This module provides guidance and information to enable individuals working with animals to
identify, understand and respond appropriately, to the ethical and welfare issues raised by the use of
animals in scientific procedures generally and, where apptepnwithin their own programme of

work. It provides information to enable individuals to understand and to apply the basic principles of
the Three Rs.

Learning Outcomes

Trainees should be able to:

2.1. Describe the differing views, within society, relating to the scientific uses of animals and
recognise the need to respect these.

2.2. Describdhe responsibility of humans when working with research animals and recognise
the importance of having a respectful and humane attitude towards working with animals in
research.

2.3. Identify ethical and animal welfare issues in their own work and beeaarsd able to
reflect on the consequences of their own actions.

2.4. Recognise thabmpliance with ethical principles may contribute to the {tergn trust and
acceptance in scientific research from the general public.

2.5. Describenow the law isbased on an ethical framework which requires 1) weighing the
harms and benefits of projects (the harm/benefit assessment) 2) applyilmpréedRs to
minimise the harm, maximise benefits and 3) promote good animal welfare practices.

2.6. Describe and dcuss the importance of tidnredRs as a guiding principle in the use of
animals in scientific procedures.

2.7.Explain the Five Freedoms and how these apply to laboratory species

2.8. Describe the concept of harms to animals including avoidable andidable suffering,
direct, contingent and cumulative suffering

2.9. Describe the severity classification systeand give examples of each category. Describe
cumulative severity and the effect this may have on the severity classification

2.10.Descrbe the regulations regardinguse of animals.

2.11. Describe the importance of good animal welfare including its effect on scientific
outcomes as well as for societal and moral reasons.

212Descri be the need for a mwlaihdontrib@ingdofthiscar e and

2.13. Describerelevant sources of information relating to ethics, animal welfare and the
implementation of th&hreeRs.

2.14. Be awareof different search tools (e.g. EURL ECVAM Search Guide, Go3Rs) and
methods of seardfe.g. Systematic reviews, meta analysis).
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Module 3.1: Basic and apropriate biologyi speciesspecific (theory) [Core]

This module provides an introduction to the basic principles of animal behaviour, care, biology and
husbandry. It incorporates infoation in relation to anatomy and physiological features, including
reproduction, behaviour and routine animal husbandry and enrichment practices. It is not intended to
provide more than the minimum background information which is needed for someonalie be

begin work under supervision.

Following this module practical training, under supervision, should provide each individual with the
expertise and skills needed for them to carry out their particular function. Practical training
requirements wi] inevitably, differ according to function.

Learning Outcomes

Trainees should be able to:

3.1.1. Describéasic anatomy, physiology, reproduction and behaviour of the relevant species.

3.1.2.Recognize and describe life events that have the pot¢mtzduse suffering including
sourcing, transport, housing, husbandry, handling and procedures (on a basic level).

3.1.3.Indicate how good welfare can promote good science: e.g. explain how the failure to
attend to biological and behavioural needs méscathe outcome of procedures.

3.1.4.Indicate how husbandry and care may influence experimental outcome and the number of
animals needed e.g. example where the place in the room influences the outcome, hence
randomisation.

3.1.5.Describe the dietaryequirements of the relevant animal species and explain how these
can be met.

3.1.6. Describéghe importance of providing an enriched environment (appropriate to both the
species and the science) including social housing and opportunities for exersiisgy and
sleeping.

3.1.7.When relevant to the speciescognisahat there are different strains, and that these can
have different characteristics which can affect both welfare and science.

3.1.8. When relevant to the speciagcognise thaalteraions to the genome can affect the
phenotype in unexpected and subtle ways, and the importance of monitoring such animals very
carefully.

3.1.9. Maintain and interpret accurate, comprehensive records of animals held in the animal
facility, including the wébeing of the animals
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Module 3.2: Basic andappropriate biology i speciesspecific (practical) [Function Specific for
Functions A, C and D]

3.2.1.Be able to approach, handle/pick up and restrain an animal and return it to its cage/pen in a
calm, confident and empathetic manner such that the animal is not distressed or caused harm.
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Module 4: Animal care, health andmanagementi speciesspecific (theory)
[Core]

This module provides information on various aspects of animal health, care and management
including, environmental controls, husbandry practices, diet, health status and disease. It also includes
relevant basic learning outcomes relating to personal headtlzoonoses.
Learning Outcomes
Trainees should be able to:
4.1. Describe suitable routines and husbandry practices for the maintenance, care and welfare
for a range of animals used in research, to include small laboratory species and large animal
species where appropriate.
4.2. Describe suitable environmental and housing conditions for laboratory animals, how
conditions are monitored and identify the consequences for the animal resulting from
inappropriate environmental conditions.
4.3. Recognisehatchanges to or disruption of circadian or photoperiod can effect animals.

4.4.Describe the biological consequences of acclimatisation, habituation and training

4.5. Describénow the animal facility is organized to maintain an appropriate hetths for
the animals and the scientific procedures.

4.6.Describe how to provide water and an appropriate diet for laboratory animals including the
sourcing, storage and presentation of suitable foodstuffs and water

4.7. List the methods, and demonst&raan understanding of appropriate, safe and humane
handling, sexing and restraint of one or more named species for common scientific procedures.

4.8. Name differenimethods for marking individual animals amthte an advantages and
disadvantagéor eachmethod.

4.9. List potential disease risks in the animal facility, including specific predisposing factors
which may be relevantiName methods available for maintaining appropriate health status
(including use of barriers, different containment levels obkesentinels as relevant to the
species).

4.10.Describe appropriate breeding programmes

4.11. Describe how genetically altered animals can be used for scientific research and the
importance of monitoring such animals very carefully.

4.12.List the corect procedures for ensuring health, welfare and care of animals during their
transport.

4.13. List potential human health hazards associated with contact with laboratory animals
(including allergy, injury, infection, zoonosis) and how these can be pgeslzen
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Module 5: Recognition ofpain, suffering and distressi speciesspecific [Core]

This module prepaseindividuals to be able to identify normal condition and behaviour of
experimental animals and enable them to differentiate between a normal animal and one which is
showing signs of pain, suffering or distress which could be a result of factors includingnenent,
husbandry or the effect of experimental protocols. It will also provide information regarding severity
classifications, cumulative severity and the use of humane endpoints.

Learning Outcomes
Trainees should be able to:

5.1.Recognise normair desirable behaviour and appearance of the individuals in the context of
species, environment and physiological status.

5.2.Recognise abnormal behaviour and signs of discomfort, pain, suffering, or distress, as well as
signs of positive welbeing andorinciples of how pain, suffering and distress can be managed.

5.3. Discuss factors to be considered and methods available for assasdingcordingthe
welfare of animal®.g.score sheets.

5.4. Describevhat a humane end point is. Identify critetiabe used to set humane endpoints.
Define action to be taken when a humane endpoint is reached and consider possible options for
refining methods to finish at an earlier endpoint.

5.5. Describe the severity classifications included in the Directive and give examples of each
category; explain cumulative severity and the effect this may have on the severity classification.

5.6. Describethe circumstances when anaesthesia or analgesiabenagcessary to minimise
pain, suffering, distress or lasting harm
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Module 6: Humane methods ofkilling

6.1: Humane methods of killing ¢theory) [Core]

This module provids information on the principles of humane killing and the need to have someone

available, at all times, who is able to kill an animal quickly and humanely if required. The module

will include information and descriptions of the different methods availdelajls of the species for

which these methods are suitable and information to help trainees compare the methods permitted and

determine how to select the most appropriate method.

Learning Outcomes

Trainees should be able to:
6.1.1.Describethe@ r i nci pl es of humane killing (e.g. what
6.1.2.Describe the different methods by which the relevant animals are allowed to be killed, the
influence different methods can have on scientific outcomes, and how to select the most

appropriate method.

6.1.3.Explain why someone competent to kill animals should be available at all times (whether
care staff or person carrying out procedures)

6.2: Humane methods of killing (skills)

[Function Specific for FunctionsD, and Additional T ask Specific Module for Functions A andC

as required]

This module providepractical training to reflect the information and principles delivered in module
6.1 and will involve practical training in the appropriate methods for the species and suitddaddsme
of confirming death.

Learning Outcomes

Trainees should be able to:

6.2.1. Proficiently and humanely carry out euthanasia using appropriate techniques on relevant
species of laboratory animals

6.2.2.Demonstrate how death is confirmed and t@adavers should be processed or otherwise
disposed of.
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6.3: Humane methods of killing - Alternative stand-alone Module for those who only perform
Function D

This module has been designed for those who only perform Function D and iseguisite br this
Function which can be delivered in place of a number of other modules for anyone who will only be
involved in the humane Killing of animals. This module combines Learning Outcomes from the
modules relating to legislation, ethics and the Three Rs pvactical animal handling, safe working
practices and the theory and practical elements of the humane killing modules.
Learning Outcomes
Trainees should be able to:
® Legislation, Three Rsand ethics (i.e. subset of Modules 1 and 2)
6.3.1. Describethe regulatory framework for the scientific use of animals and in particular
controls relating to the conduct of humane killing and confirming deattcluding role of
named persons and the Animal Welfare Body

6.3.2. Recognize differing societal views @l the scientific use and humane Kkilling of
animals

6.3.3.Have an understanding of the ethical principles underlying the use of animals and of
their own role in contributing to the &écul tur

6.3.4.Relate ways in which the Three Rs can be appid the humane killing of animals

(i) Species specific Handling (i.e. subset of Module 3)
6.3.5. Demonstrate appropriate techniques for the safe and competent handling of relevant
species. Be able to approach, handle/pick up and restrain an animaiandt te its cage/pen
in a calm, confident and empathetic manner such that the animal is not distressed or caused
harm.Explain the importance of transporting animals correctly and safely
6.3.6. Describe the normal and abnormal behaviour and the belmalicequirements of
relevant species and be able to recognise and discuss strategies for minimising and responding
to occurrences of pain, suffering and distress
6.3.7.Describe in outline the basic biological and husbandry needs of relevant species

(i) Safe working practices

6.3.8. Discuss the importance of correct storage and handling of chemical agents used for
humane killing and maintaining hygiene in the workplace

6.3.9.Describe the correct procedures to deal with accidental exposure or spillage
6.3.10.Describe the basic hygiene rules and relate these to the workplace

6.3.11. Relate the importance of correct disposal of different categories of waste (clinical
waste, hazardous waste and normal waste) and describe appropriate strategies

6.3.12.Explain how engineering solutions combined with personal protection equipment can
minimise exposure to laboratory animal allergens preventing sensitisation
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6.3.13.Identify clinical symptoms commonly associated with allergy to laboratory animals
6.3.14 Describe what is meant by zoonosis, and explain why contact with different species (in
particular noshuman primates) constitutes a potential human health hazard.

(iv) Species specific humane killing (modules 6.1 + 6.2)
6.3.15.Describe the principles¢fu mane ki Il Il ing (e.g. what consti
6.3.16.Describe the different methods by which the relevant animals are allowed to be Kkilled,
the influence different methods can have on scientific outcomes, if relevant, and how to select

the most ppropriate method.

6.3.17. Explain why someone competent to kill animals should be available at all times
(whether carastaff or person carrying out procedures)

6.3.18. Proficiently and humanely carry out euthanasia using appropriate of techniques on
relevant species of laboratory animals

6.3.19. Demonstrate how death is confirmed and how cadavers should be processed or
otherwise disposed of.
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Module 7: Minimally invasive procedures without anaesthesiai species specific (theory)
[Function Specificfor Functions A and B]

This module provides an introduction to the theory relating to minor procedures. It provides
information about appropriate methods of handling and restraint and describes appropriate techniques
for injection, dosing and samplinglegant to the species. It should provide information sufficient for
individuals to understand what will be required of them before they go on to trained in the practical
aspects of these skills whilst under supervision.

Learning Outcomes

Trainees should be able to:

7.1. Describe appropriate methods and principles to be followed when handling animals
(including methods of manual restraint and use of restricted environments).

7.2.Describe the biological impact of procedures and restoaimphysiology.

7.3. Describe refinement opportunities for procedures and restraint e.g. through training (using
positive reenforcement), habituation and socialisation of animals.

7.4. Describe techniques/procedures including, for example, injectimplgng and dosing
techniques (routes/volumes/frequency), dietary modification, gavage, tissue biopsy, behavioural
tests, use of metabolic cages.

7.5. Describe how to perform minor techniques and relate appropriate sample volumes and
sampling frequencig®r the relevant species.

7.6. Describe the need for rigour and consistency in conducting scientific procedures and the
correct recording and handling of samples.

7.7.Describe appropriate methods for the assessment of the welfare of animals withteegpe
severity of procedures and know what appropriate action to take.

7.8. Recognize that refinement is an-gaing process and know where to find relevantfaip
date, information.

7.9. Describe the biological consequences of transport, acclimatization, husbandry conditions and
experimental procedures on the species concerned and describe how these can be minimised.
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Module 8: Minimally invasive procedures without anaesthesiai species specific (skills)
[Function Specific for Function A]

This module delivespractical elements of training relevant to Module 7. Practical training for minor
procedures can be taught through a number of methods using different tools which aréeavalab
designed for the purpose (this is likely to include synthetic animal models and the use of cadavers).
The module should be designed in such a way that it will enable the trainee to attain a level of
proficiency such that, when commencing work undepervision, s/he should cause no pain,
suffering, distress or lasting harm to the animal.

Learning Outcomes
Trainees should be able to:

8.1. Select and explain the best methods for common procedures (such as blood sampling and
application of substansgincluding route/volume/ frequency as appropriate.

8.2. Demonstrate that s/he can handle and restrain the animal in the best position for the
technique.

8.3. Perform minor techniques under supervision, in a manner that does not inflict unnecessary
pain suffering, distress or lasting harm.
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Module 9: Ethics, animal welfare and the Three Rslevel 2)
[Function Specific for Function B]

This module provides guidance and information to enable individuals designing procedures and
projects (Function B of Article 23) to looky detail at different aspects of ethics and HweeRs

and to apply the principles learned to the ethical andanelissues raised by the use of animals in
scientific procedures within their own programme of work.

The purpose of this module is to address the fact that those designing procedures should command a
deeper and broader understanding of the general isSiess, the main difference between level 1

and level 2 Modules on "Ethics, animal welfare that the Three Rs" is not necessarily the topics to be
covered (which have not been repeated here) but rather that some of them are addressed in more detalil
and witha greater expectation for theearningOutcome itself. For example at level 1 there are
elements the trainee should know and be able to describe, which at level 2 the trainee should have a
more detailed understanding and be able to discuss. This nmaldal@repareindividuals so that

they are able to keep themselves informed in order to continuously apply the Three Rs to their work
as new methods and approaches evolve.

Learning Outcomes
Trainees should be able to:

9.1. Understand that there isbaoad range of ethical, welfare and scientific perspectives on the
use of animals in scientific procedures, and that thinking on all of these matters evolves over time
and is influenced by culture and context.

9.2. Understand that this means there égh foron-going critical evaluation of the justification
for using animals and of implementation of the Three Rs at all stages of the life of a project.

9.3. Recognise that there are ethical limits to what it is considered permissible to do under the
Directive and that even within these legal constraints, there are also likely to be national and
institutional differences in this respect.

9.4. Explain that legislation requires that the justification for programmes of work is assessed by
weighing potentihadverse effects on the animals against the likely benefits; that harms to
animals must be minimised, and benefits maximised.

9.5. Understand and provide the information necessary to enable a robust harm/benefit
assessment to be performed; and explaip thky personally consider that the potential benefits
outweigh the likely adverse effects.

9.6. Understand the need to communicate appropriate information to a wider public audience,
and be able to prepare an appropriate-teghnical project summary to facilitate this.

9.7. Describe the importance of disseminating information that will promoteratahding of
ethical issues, good animal welfare, good science and applicationTdirdeRs.
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Module 10: Design of gocedures andprojects (level 1)
[Function Specific for Function B and Additional for Function A (as required)]

This module is a grrequisite for people who will be designing projects (Function B) hatalso be
beneficial for scientists who have some involvement in designing the procedures that theutarry
(Function A) The module comprises information about experimental desigcepts, possible causes

and elimination of bias, statistical analysis and information about where expertise can be found to
assist with procedure, design, planning and the interpretation of results.

Learning Outcomes
Trainees should be able to:

10.1. Describe the concepts of fidelity and discrimination (e.g. as discussed by Russell and Burch
and others).

10.2. Explain the concept of variability, its causes and methods of reducing it (uses and
limitations of isogenic strains, outbred stocks, gea#lfianodified strains, sourcing, stress and
the value of habituation, clinical or sahnical infections, and basic biology).

10.3.Describe possible causes of bias and ways of alleviating it (e.g. formal randomisation, blind
trials and possible actiomghen randomisation and blinding are not possible).

10.4. Identify the experimental unit and recognise issues of-independence (pseudo
replication).

10.5.Describe the variables affecting significance, including the meaning of statistical power and
Nal ueso.

10.6. Identify formal ways of determining of sample size (power analysis or the resource
equation method).

10.7. List the different types of formal experimental designs (e.g. completely randomised,
randomised block, repeated measures [withibject], Latin square and factorial experimental
designs).

10.8.Explain how to access expert help in the design of an experiment and the interpretation of
experimental results

53



Module 11: Design ofprocedures andprojects (level 2)
[Function Specific for Function B]

This module provides relevant level of understanding of the national and international legal and
regulatory framework within which projects are constructed and managed, and of their legal
responsibilities.

The trainee must be able tdentify, understand and respond appropriately to the ethical and welfare
issues raised by the use of animals in scientific procedures generally, and specifically within their own
programme of work. These have been addressed in Module 2.

The trainee shdd be able to develop, direct and control a programme of work in order to achieve its
stated objectives, while ensuring compliance with the terms and conditions of any regulation
governing the project. This includes implementation ofther e e R 0 aut the tprogrammé of
work. Learning outcomes relating to Reduction are addressed in Module 2.

Learning Outcomes
Trainee should be able to:
0] Legal issues

11.1.Describe in detail the main components of the national legislation regulating the scientific
use of animals; in particular, explain tlegyal responsibilities of those designing procedures and
projects (Function B staff) and those of other persons stdtutory responsibilities under the
national legislation (e.g. the person responsible for compliareterimarian, animal care staff,
training officers).

11.2. List the key purposes of other relevant EU and international legislatidnassociated
guidelines that impact on the welfare and use of animals.ifitlisdes Directive 201463/EU and
legislation/guidelines relating to: veterinary care, animal health, animal welfare, genetic
modification of animals, animal transport, quarantine, Health & Saféiylife and conservation.

(i) Good scientific practice

11.3. Describe the principles of a good scientific stratétugt are necessary to achieve robust
results, includinghe need for definition of clear and unambiguous hypotheses, good experimental
desiq, experimental measures and analysis of results. Provide examples of the consequences of
failing to implement sound scientific strategy.

11.4. Demonstrate an understanding of the need to take expert advice and use appropriate
statistical methods, recoga causes of biological variability, and ensure consistency between
experiments.

11.5. Discuss the importance of being able to justify on both scientific and ethical grounds, the
decision to use living animals, including the choice of models, trgins, estimated numbers

and life stagesDescribe thescientific, ethical and welfarfactors influencing the choice of an
appropriate animal or neanimal model.

11.6.Describe situations when pilot experiments may be necessary.

11.7. Explain the eed to be up to date with developments in laboratory animal science and
technology so as to ensure good science and animal welfare
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(iii)

(iv)

11.8. Explain the importance of rigorous scientific technique and the requirements of assured
quality standards such as GLP

11.9.Explain the importance afisseminatiorof the study results irrespective of the outcome and
describe the key issues to be reported when using live animals in research e.g. ARRIVE
guidelines.

Implementing the Three Rs

11.10.Demonstrate a comprehensive understanding of the principleplaicementreduction
andrefinementand of how these ensure good science and good animal welfare.

11.11.Explain the importance of literature and internet searches, discussion with colleagues and
with relevant professional bodies in identifyli

11.12. Describe relevant sources of information relating to ethics, animdamrebnd the
implementation of th&hreeRs.

11.13.Explain how to use different search tools (e.g. EURL ECVAM Search Guide, Go3Rs) and
methods of search (e.g. Systematic reviews, 1apdysis).

11.14.Describe examples of alternative methods and relsestrategies that replace, avoid or
complement the use of animals in different types of research programme.

11151 denti f vy, assess and minimise al/l of the we
lifetime (including adverse effects relating touscing, transport, housing, husbandry, handling,
procedures and humane killing); Explain and give examples of welfare assessment protocols.

11.16. Define and apply appropriate humane -@aihts; establish suitable criteria to identify
when the humane epdint has been reached

11.17.Describe possible conflicts between Refinement and Reduction (e.g.in the casesef re
and the factors that need to be considered to resolve this conflict

11.18.Define the requirements for, and controls orhoening ofanimals; identify any relevant
re-homing guidelines

Responsibilities
11.19.Explain the need to be aware of local arrangements relating to project licence management,
e.g. procedures for ordering animals, accommodation standards, disposal of animals, safe working

practices and security, and the actions to take in the event gpecties problems arising with
any of these
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Module 20: Anaesthesia for minor procedures
[Additional Task Specific Module for Functions A and B as required]

This module provides guidance and information to individuals who, during their work with animals,
will need to apply sedation or shderm anaesthesia for a brief period and mild pain level procedure.
The objectives of this module are:

- tointroduce the course candidates to the administration of anaesthetics to laboratory animals;

- to discuss anadwtsia under the following broad headings (pre anaesthetic considerations;
effects of anaesthetic agents; anaesthetic administration; regional/local/ general anaesthesia;
anaesthetic emergencies; recovery from anaesthesia);

- to provide information on the fefcts of drugs used during anaesthesia;

- to consider the potential adverse effects of anaesthesia and on recovery;

- to discuss anaesthetic emergencies and their treatment and

- to identify when anaesthesia may compromise science.

The Learning Outcomes airo give the minimum knowledge necessary for the appropriate and safe
application of such a sedation or brief anaesthesia, with simple induction, basic maintenance for the
purpose of performing minor procedures such as illustrated defined below:

- Simple indiction process (e.g. chamber induction or simple IP administration, no requirement
for endotracheal intubation) and

- Basic fihands ono and fiobservational 06 monitor.i
anticipated to be uncomplicated at a stable anaestiegth and maintenance rate.

- Brief duration (up to about 15 minutes in a rodent spé&cieaintenance of anaesthesia for
imaging- if the anaesthesia is expected to last longer than this, the trainee would require
further modules, .see Module 10 bel ow)od

- use for minor procedures onlyon-invasive / superficial procedures only (skin level, no
access to body cavities unless terminal anaesthesia is used), superficial venous access and
taking a blood sample, identification usif®C microchip or, tail tipimg (limited biopsy of tip
of tail), anaesthesia for restraint.

- no pain or short / minor pain level,

- no highrisk or sensitive animal

Learning Outcomes
Trainees should be able to:
20.1.Define sedation, local and geneaalaesthesia

20.2. Identify the three components of the triad of anaesthesia and understand that different
anaesthetic agents produce these to different degrees.

20.3. Define balanced anaesthesia and indicate that this is best achieved by using drugs in
combinations to adave all components of the anaesthetic triad to an acceptable degree

20.4.Relate why and when sedation or anaesthesia might be used for restraint.
20.5.List the factors to be considered in fanr@aesthetic evaluation of animalsow to perform a
basichealth check, consider physiological or pathological status of the model they are working

with and how these may influence the choice of anaesthetic agent.

20.6. Discuss the relative merits / drawbacks and principles of selection of different agents and
their application, including calculation of doses, in relevant species, including injectable and
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volatile agents (or dissolved agents in the case of aquatic species), including local anaesthesia
regimes

20.7.Indicate the importance of minimising stres®pto anaesthesia in reducing the likelihood
of complications due to anaesthesia.

20.8.Recognise when premedication is beneficial to incorporate into an anaesthetic regime.

20.9. Describe and demonstrate the correctuggt operation and maintenance arfiaesthetic
equipment appropriate to the species concerned

20.10. Evaluate and appreciate the different levels and planes of anaesthesia (voluntary
excitement, involuntary excitement, surgical anaesthesia (light, medium & deep), excessively
deep).

20.11. List the factors indicating that an animal is suitably anaesthetized (stable and of appropriate
depth) to enable procedures to be undertaken and what actions should be taken if an adverse event
occurs. This wildl includal basnaeaeBhaprtiscomonand
including assessment of reflexes appropriate for species.

20.12.Describe methods of optimising post anaesthetic recovery (e.g. heat blankets, analgesia,
reversal agents, access to food and water, environmentationsgto ensure a smooth and rapid
recovery from anaesthesia.

20.13.Demonstrate an understanding of safe / good working practices with regard to use, storage
and disposal of anaesthetic and analgesic agents.
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Module 21: Advanced anaesthesia for surgcal or prolonged procedures
[Additional Task Specific Module]

This module is |linked, but no(22). eXiSluu gii cally ,prtoa
include all proceduregotd e f i ned as AMi nor pr oced20rPmlengedisn t he
defined as any duration greater than 15 minutes, which may require additional or continuous dosing
(including anaesthesia for imaging).

This module also discussthe alleviation of pain during painful procedures such as surgery, through

the use of anaesthetic and analgesic drugs. Anaesthesia is also used for producing muscle relaxation,
suppressing reflexes, and producing loss of consciousness for purposelattaetvention of pain
perception. For example, anaesthesia is required for MRI, CT scans and other minimally invasive
imaging modalities.

Because of the wide variability of laboratory animal species and strains, as well as anaesthetic agents,
an appropate anaesthetic regimen should be developed in consultation with a veterinarian.

If not used for restraint alone, the need to use an anaesthetic to perform a procedure implies that the
procedure would be painful for an awake animal. In addition therebmapme residual pain after the

animal recovers from the anaesthetic and analgesics should be used. Some drugs described here
appear in both the anaesthesia and surgery modules.

Learning Outcomes
Trainees should be able to:

21.1.Relate why and when aasthesia might be used, including additional factors relevant for
long term anaesthesia

21.2. Relate the need for and list the factors to be considered ianaesthetic evaluation of
animals, including acclimatisation

21.3.Discuss the use of paraesthetic agents and analgesics as part of a balanced anaesthetic
regime

21.4. Indicate thaa range of drugs are commonly used for premedication and the induction and
maintenance of anaesthesia in relevant laboratory species, and identify wheradwageon the
different drug available and their use

215.Descri be how an animal és concurrent pat hol o
monitoring or nursing care

21.6.Indicate types of agents used for the induction and maintenance of general anaesthesia, their
advantages and disadvantages and when each might be used.

21.7.Describe how anaesthetic agents interact to produce the three components of the anaesthetic
triad to different degrees, and how balanced anaesthesia might be best achieved by using
combinations.

21.8.Demonstrate a sufficient understanding of anaesthetic agents having a low analgesic effect,
potentially requesting these of an additional analgesia

21.9.List the factors to be considered when monitoring anaesthesia both for anaesthetic depth and
physiological stability. Indicate how to determine that an animal is sufficiently deeply
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anaesthetised to enable painful procedures to be undertakemhaihaction should be taken if an
adverse event occurs.

21.10.List methods which can used to assist monitoring of anaesthesia (e.g. ECG, BP, Urine
output, Oxygen saturation, CO2) and how these can be monitored.

21.11. Monitor anaesthetic depth and thaaimals' vital signs, using both clinical signs, and
electronic apparatus if appropriate

21.12.Describe and demonstrate the correctugetoperation and maintenance of anaesthetic and
monitoring equipment appropriate to the species concerned.

21.13. Demonstrate competence in maintaining and interpreting records eofapte post
anaesthetic induction and whilst an animal is anaesthetised, as well as in managing the animal
care adequately

21.14.Indicate the problems that may occur during anaesthaesaih understand how to avoid
these, or manage them if they occur

21.15.Demonstrate an understanding of mechanical ventilation

21.16. Describe methods to optimise post anaesthetic recovery to ensure a smooth and rapid
recovery from anaesthesia, asBasic Module but with additional methods required, including
analgesia and fluid replacement, for animals having undergone lengthy anaesthesia of surgical
procedure.

21.17.Consider the consequences of anaesthesia and the surgical procedures on recovery

21.18. Appreciate how the choice of @sthetic agent will determine the rate of recovery and
describe how duration and quality ofaesthesia governs the rate of recovery.

21.19.Describe the problems that can arise (in the-ppstative period)and indicate how to
avoid these, or manage them if they occur

21.20. Discuss how to integrate a program of pain management into an overall scheme of
perioperative care.

21.21.Indicate some of the problems associated with pain recognition and paigemard in
animals

21.22.Demonstrate a sufficiently detailed understanding of analgesics to be able to administer
safely, including routes of administration and potential adverse effects.

21.23.Demonstrate an understanding of safe / good working peactiith regard to use, storage
and disposal of anaesthetic and analgesic agents.
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Module 22 Principles of surgery
[Additional Task Specific Module for Functions A and B as required]

This module covers principles of paperative animal assessmentaiare, preparations for surgery
including equipment preparation and aseptic technigue and the principles of successful surgery.

The module provideinformation about possible complications, poperative care and monitoring
along with details of thedaling process.

It also coves more practical elements for example the demonstration of commonly used instruments
and provide an opportunity for trainees to practice some of the practical aspects of surgical technique,
such as methods of suturing, usapgpropriate nomanimal models.

Learning Outcomes

Trainees should be able to:

22.1. Explain the relevance and need for -pperative assessment and, where appropriate,
conditioning.

22.2.ldentify sources of reference for good surgical practice
22.3.Describe the process of tissue healing and relate to this to the importance of asepsis and
hygienic practices, wound creation, the principles of tissue handling and selection of a suitable

surgical approach

22.4. Discuss possible causes of delayedimpaired wound healing or other pestrgical
complications and describe ways in which these can be avoided or, if they occur, treated

22.5. Describe in general terms how personnel, animals, instruments and equipment should be
prepared for aseptic sy

226.Li st the principles of successful surgery
achieve these

22.7.Describe the characteristics of different, commeudgd instruments, suture materials and
needles

22.8.Relate the importance good technique in accessing surgical sites, handling tissues and
repairing incisions

22.9.Indicate the characteristics of different suture patterns and their applicability to different
situations

22.10.Demonstrate how to place a suture correctly
22.11.Describe common posiurgical complications and their causes
22.12.Relate the principles of pesurgical care and monitoring

22.13.Describe the planning of surgical procedures and discuss the competencies required of all
personnel involved

22.14.Demonstrate competence in surgical techniques, including ablations and incisions and their
closure by methods appropriate to the tissue concerned
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22.15.Describe particular aspects of care appropriate for animals before, during and after surgical
or any other potentially painful intervention
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Module 23: Advanced animal husbandry, care andenrichment practices
[Additional Task Specific for Function C]

This module delives a more indepth knowledge of animal care practices aimed at FunctiandC

those taking the responsibility as the named person responsible for the welfare and care of the animals
in an establishment.

Learning Outcomes

Trainees should be able to:

0] Demonstrate a thorough understanding of how animal welfare is maintained ithe
animal unit

23.1. Describe how environmental conditions may need to be varied according to the species, age,
and life stage or specific care conditions (e.g.-pp#drative care, immundeficient animals,
genetically altered strains)

23.2. Discussthe possible effects of an uncontrolled environment on animal welfare and
experimental results.

23.3.Discuss how environmental enrichment is achieved.

23.4. Explain how the Thrdes contribute to the continuous improvement of welfare, husbandry
and enrthment practices

(i) Know suitable environmental conditions for laboratory animals and how they are
monitored

23.5.Describe suitable environmental conditions and enrichment for the relevant animal species
and how these conditions are monitored

23.6.Be able to use environmental measure equipment, read charts, graphs or tables generated by
environmental monitoring equipment and evaluate potential problems

(iii) Explain how the organisation of the animal facility maintains an appropriate health
status for theanimals and the scientific procedures.

23.7.Describe suitable routines and housing conditions or laboratory animals housed for different
scientific purposes.

23.8.Explain how routines and housing conditions may change given specified conditions.

239Eval uate the use of barriers in controlling
(iv) Identify potential disease risks in the animal facility

23.10.Describe a healtbcreening programme suitable for the animals in their care

23.11.Discuss potential sourcetdisease in the animal facility

23.12.Recognise examples of laboratory animal parasites

23.13.Describe the life cycle of some common laboratory animal disease organisms.
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(V) Evaluate methods for minimising the risks from potential disease organisms
23.14.Explain methods for minimising the risk from disease organisms.
23.15.Apply suitable disease control methods under specified conditions.

(vi) Devise appropriate breeding programmes for laboratory animals given specified
conditions

23.16.Summarisahe basic breeding data of common laboratory animals

23.17. Describe in detail suitable breeding programmes for named species under specified
conditions

23.18.Select suitable future breeding stock

(vii) Evaluate methods for determining oestrus, checking maitg has taken place and
confirming pregnancy in a range of laboratory species

23.19. List methods for determining oestrus, mating and confirming pregnancy in laboratory
animals and evaluate their effectiveness.

(viii) Analyse breeding performance
23.20.Analysebreeding cards/data to describe the breeding performance of a breeding group.
23.21.Describe any identified problems and suggest appropriate remedial actions.

(ix) Explain the use and problems associated with genetically altered animals [where
appropriate to the species concerned]

23.22.Explain how genetically altered animals are used for research purposes
23.23.Describe the potential problems associated with the use of genetically altered.animals
23.24.Describe methods for producing genetically r@teanimals.

x) Know procedures for the safe and legal transportation of animals
23.25.Identify the key pieces of legislation controlling the transportation of animals.

23.26.Describe the procedures, equipment, legislative responsibilities spoinsble persons in
transportof animals

23.27. Explain how health status & animal welfare standards are maintained throughout the
transport

(xi) Accurately apply the legislation that governs the use of research animals
23.28.Summarise the key aspectdio¢ legislation protecting laboratory animals

23.29.Discuss how the legislation controls the use of anifiealscientific purposes
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Module 24: Designated Veterinarian
[Additional Task Specific Module]

This module provides basic guidance and infaromafor the veterinarian at the entry Designated
Veterinarian (DV) level. As applies to all veterinarians, DVs are expected to develop and enhance
their skills through continuing professional development, and for the DV, specific courses relevant to
their area of work are available in various Member States. Other training opportunities could be
developed as needed for veterinarians to complete their expertise as DV, depending on the programme
of the establishment (e.g. involvement in training/supervisgsessment; media communication on
responsible use of animals in science; spegpesific husbandry and veterinary care).

This module focuses on the principles of veterinary management of animal health and welfare for
animals maintained, bred and/or usedscientific purposes ensuring that the DV understands the role
of the vet in the research environment according to professional obligations, in addition to the
description of the role in the Directive.

There may be elements of training that can bemgted on the basis of a gapalysis of the
individual's previous educational background and experience.

The objectives of this module are to:

- cover the basic principles of (rather than spespcific) components of a programme of
veterinary care spdaally in relation to the care and use of animals for research, which are:

Movement of animals and its implications

Animal care, health and management

Assessment of welbeing

Recognition and alleviation of pain, suffering and distress

Relevance of thehoice of animal models

Design of procedures and projects

Implementation of the Three Rs

Use of medicines

Surgical and nossurgical interventions

Anaesthesia and analgesia

Euthanasia

Occupational health and safety (zoonosis, allergies, etc.)

Too Joo oo oo Too Too Too Too Too Too Too Too

- consider thémportance of routine veterinary visits and factors enabling the determination of
an adequate frequency for the visits;

- discuss the balance between animal treatment and the need to ensure valid scientific results;

- appreciate how to identify ethical isiassociated with biomedical research;

- consider the role of the vet in advising on choice of animal model and model refinement;

- discuss the role of the vet in advising on the implementation of humasmoentsd,

- discuss the principles of management déxieary communications and decisions;

- review the opportunities to gather further veterinary information in Laboratory animal
medicine and science.

Learning Outcomes
The trainees should be able to:
0] Legislation

24.1. Summarise the statutory duties prufessional requirements of the DV
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(ii)

(iii)

24.2. Compare the roles, responsibilities and interactions of those working under the Directive
within an establishment and explain the legal composition and the role of Animal Welfare Body

24.3. Explain the role dahe veterinarian in directing prescription, order, storage and dispensing
and disposal of medicines for animals maintained at authorised establishments and used in
procedures
24.4. Describe the role of the DV in the import and export, and transporioataty animals
24.5. Outline legislative controls on the creation and use of Genetically Altered Animals

Ethics, Animal Welfare and the Three Rs
24.6. Define the Three Rs principles and provide examples of application of each to a
breeding/supplier/user establishment; in particular, discuss the alleviation of pain and potentially
lasting harm
24.7. Justify the importance of good animal health and welfare (with regards to the scientific
outcomes and societal or moral reason) andgeise the relationship between health and welfare
and scientific validity

24.8. ldentify sources of information relating to ethics, animal welfare and veterinary information
enabling the implementation of the Three Rs

24.9.Explainthe needoracultue of care and the individual 6s
24.10. Explain how the DV can contribute to the dissemination of information that will promote
understanding of ethical issues, good animal welfare, good science and application of the Three
Rs

24.11. Identify the criteria used in making a hdremefit analysis and be able to apply them

24.12. Identify the role of the DV in advising on choice of animal model and model refinement

Animal Care, Health and Management
24.13. Relate the purposesaofoutine animal house visit and how to deal with issues arising
24.14. Outline the preparation required for routine visits

24.15. Formulate the information to be included in health records and reports to the animal care
staff and others

24.16. Summares basic principles of disease surveillance, prevention and management in
laboratory animals and the principles of health monitoring schemes, including information on
relevant microorganisms infecting laboratory animals such as their classification, ¢émgigbot
impact on research and animal health, their zoonotic potential, their prevention, diagnosis,
treatment and eradication, as well as the clinical appearance, aetiology and pathology of common
laboratory animal diseases

24.17. Outline the requirements for health screening, e.g. FELASA guidelines

24.18. Outline appropriate management and control strategies for biosecurity and disease
outbreak in laboratory animals
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(iv)

(V)

24.19. Describe an overview of the principles of lalmsatinimal husbandry, outlining the main
principles of cage/enclosure design and construction and the advantages and disadvantages of
different types of caging system

24.20. Explain the principles relating to the choice of appropriate environmentali@osidind
types of environmental enrichment used for laboratory animals

24.21. Describe the different methods by which the relevant animals are allowed to be killed, the
influence different methods can have on scientific outcomes and on how to selecbghe m
appropriate method

24.22. Outline the principles of hygiene/disinfection/sterilisation that apply to the laboratory
animal facility including the parameters influencing water quality, how to check for water quality
and how to interpret results

24.23.Demonstrate an awareness of the main hazards that may be encountered in a laboratory
animal facility and the role of the DV in minimizing the risks

24.24. Describe key biological characteristics and features of relevant species and recognize
factors thatnay impact their care or use as laboratory animal

24.25. Discuss the creation and use of genetically altered animals in research including common
types of GA animals and uses in research and different ways to create and evaluate GA animals,
as well as har these are designated according to international guidelines for nomenclature

Anaesthesia, analgesia, surgery

24.26. Demonstrate adequate knowledge of the management of anaesthesia, analgesia and surgery
in the context of animals used for scientific ppsps

24.27. Relate the factors influencing choice of anaesthetic protocols in different situations

24.28. Describe the specific issues arising from experimental surgery and identify the role of the
DV in relation to experimental surgery

The principles of veterinary communications

24.29. Define strategies for effective communication and explain how these promote animal
welfare and good science

24.30. Review the opportunities to gather further veterinary information in laboratory animal
medicine and sence
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Module 25: Project Evaluator
[Additional Task Specific Module]

This module provides guidance and information to enable individuals involved in project evaluation

to understand the context, the principles and the criteria of project evaluatiolo alevelop a

consistent approach of project evaluation and to formulate-imfeimed, impartial and justified

opinions.

This module should be completed by anyone carrying out project evaluation, irrespective of their

individual background and knowledge.d. science, techniques, veterinary medicine, ethics, the Three

Rs, animal welfardaypersons)It focuses on common training needs for all those involved in project

evaluation. Those include in particular training in how the objectives of the prbjecpplication of

the Three Rs and the assessment of severity classification should be evaluated, and how the harm

benefit analysis should be undertaken. Considerations on the requirements for retrospective

assessment of projects and how amendments dtendtbeare also included

Learning Outcomes

Trainees should be able to:

0] Understand EU and National legislation and in particular the obligations of PE and the
principles for PE, as well as their roles and responsibilities, rights and duties,
particularly as concerns conflict of interest

25.1. Describe thelegal requirements underlying tHeE processand discussthe distinction
between project evaluation aadthorisation

25.2. Describe the range of expertise required and issues of impartiality, confidentiality and
conflict(s) of interest

25.3.Appreciatethe importance of a transparent project evaluation process

25.4. List the different purposes of procedures (as listed\iiticle 5) and illustrate by some
examples

(i) Ethical and welfare issues
255. Analyse the ethical and welfare issues related to teefianimals in scientific procedures,
and soundly appreciate the importanaf the implementation of the Thré&s in all scientific
research

(iii) Harm-benefit analysis

256. Discuss how to contribute to the halmnefit analysis of a project, includingderstanding
of the process and significance of the outcome of a tmemefit analysis

25.7. Define the ThredRs and give a realistic and relevant example of each ofTtiree Rs
covering scientific areas of animal use including regulatory testing

258. List the criteria to considevhenidentifying the potential harm to the animals
25.9.ldentify potential sources of pain, suffering, distress and lasting harm

25.10.Describe methods to prevent or ameliorate suffering
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25.11. Explain the severity chsification andbe able toclassify procedures with consistency
(using casestudies), taking into account specific considerations for animals that are
physiologically compromised, such as genetically modified animals, where relevant
25.12.Describe the ancepts of direct and contingent suffering

25.13.Describe factors to be considered in assessing cumulative suffering

2514. Interpret the proposed/expected benefits of the project. Explain and discuessémnial
information needed in the project amaliion to enable consideration of the relevance of the
proposed work in relation to current knowledge /anthe subjeci{or legal requirementgp be
addressed

25.15. Assessment of thikelihood of successList the criteria to considexhen assessg the
likelihood ofsuccess of a project

(iv) Sources of Information

25.16. Describeaurces of information related to availability and relevance of other#nonal)
methods, e.g. replacement methods, data obtained from clinical studies

25.17.Describethd enef it s of a Aproject evaluation chec
(V) Methods of harm-benefit assessment

25.18. Recognize the various systems available to assist the process of project evaluation and how
these can be applied in practice

25.19.Compare and discuss different apgches and tools to weigh and comparatively analyse
harms and benefits of a project

(vi) Outcomes of project evaluation

2520. Describe thdegal basis of why project evaluation neadsformulate a welinformed
valid and timelydecision on a project antdeneed to justify any additional recommendations

2521. Describe the principles and approaches to ensure consistency in judgment and outcome of

evaluation, to guarantee confidentiality, competence emslireimpartiality for each project

evaluated

2522. List the arguments for reaching a decision and which should be documented in the decision
(vii)  Retrospective assessment

2523. Describe legal requirementsr retrospective assessment (RA) of projects (requirements

and principles for identifying projects subject to RA) and other faatgpacting on the selection

of projects for RA

2524. Describethe process dRA

2525, Discuss possible outcomesR#A and how they may impact on future practice
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Local module 50: Introduction to the local environment (establishment) for persons taking
spedfic roles under the Directive (e.g. under Articles 24, 25 and 38)
[Other Additional Module]

This Module provides the necessary understanding of the local structure, key roles and their related
tasks as well as appreciation as to how these contribute to the welfare of animals, good science,
implementation of the Three Rs, and the establishmeheadtulture of care.

Learning Outcomes
Trainees should be able to:

50.1. Discusshow the scope and the spirit of tierective 2010/63/Eland other legislation and
guidelines pertain to the care and use of animals for scientific puripogagr establishment

50.2.Describe the local organogram and your role within it.

50.3. Distinguishthe roles, responsibilities and interactions of those working under the Directive
within the establishment, namely those listed under Article 20,324nd 40.

50.4. Relatethe tasks of the Animal Welfare Body adéscribeyour role in contributing to these
tasks.

50.5. Analyseways in which your role can contribute towards the promotion and implementation
and disseminationf the Three Rat your esiblishment

50.6. Discussthe importance of proactive approach to, and mechanisms of communication, as a
tool to promote the Three Rs and the culture of care.
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Module 51: Information provision and retrieval
[Other Additional Module]

This Module providesn introduction to the retrieval, handling and dissemination of information, and
therr importancean the context of implementation of the Three Rs

Learning Outcomes
Trainees should be able to:

LO 2.13. Describeelevant sources of information relatinglémislation,ethics, animal welfare
and the implementation of tfidreeRs.

51.1. Be aware/Explairfadjust measurable verb according to the leviejw to use different
search tool¢e.g. EURL ECVAM Search Guide, Go3Rs) amdthods of searcfe.g. Systematic
reviews, meta analysis).

51.2. Explain the importance adisseminatiorof study resultsrrespectiveof the outcome and

describethe key issuedo be reported when using live iarals in research e.g. ARRIVE
guidelines.
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Part 4: Learning Outcomes, Measurable verbs and Critical Thinking

o LYONBFaAy3a tS@St 2F &/ NRGAOL f
= >
)

]

Q.

g Knowledge | Comprehension| Application Analysis Synthesis| Evaluation
)

list, summarize, apply, analyze, combine, | assess,
define, describe, demonstrate, separate, integrate, | decide, rank,

a2 tell, interpret, calculate, order, explain,| modify, grade,

3 describe, contrast, complete, connect, rearrange, | test,

5 identify, show,| predict, associate| illustrate, show, | classify, substitute, | measure,
‘g)‘) label, collect, | distinguish, solve, examine, | arrange, plan, recommend,
5 examine, estimate, modify, divide, create, convince,

0 tabulate, differentiate, relate, compare, design, select, judge,
g quote, discuss, change, classify| select, invent, explain,

q>_) name, extend experiment, explain, what if?, discriminate
(—% who, when, discover infer compose, | support,

?; where, etc. formulate, | conclude,

i prepare, compare,

= generalize | summaize

rewrite

Skills Demonstrated

observation and
recall of
information

knowledge of
dates, events,
places

knowledge of
major ideas

mastery of
subject matter

understanding
information

grasp meaning

translate
knowledge into new|
context

interpret facts,
compare, contrast

order, group, infer
causes

predict
consequences

use information

use methods,
concepts,
theories in new
situations

solve problems
using required
skills or
knowledge

seeing patterns

organization of
parts

recognition of
hidden
meanings

identification of
components

use old
ideas to
create new
ones

generalize
from given
facts

relate
knowledge
from
several
areas

predict,
draw
conclusion

compare and
discriminate
between ideas

assess value of
theories,
presentations

make choices
based on
reasoned
argument

verify value of
evidence

recognize
subjectivity

Redrawn fromwww.coun.uvic.ca/learning/exams/bloottasxonomy.html

Bloom, B. S (Ed.)(1956) Taxonomy of educational objectives: the classification of
educational goals; Handbook I: TH&ognitive Domain New York, Toronto: Longmans,
Green,
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Anderson, L.W & Krathwohl, D.R(Eds) (2001)raxonomy for Learning, Teaching and
Assessing: A Revision of Bloom's Taxonomy of Educational Objedevey ork: Addison
Wesley. London: Longman

A useful application of the revised taxonomy for writing instructional objectives is at:

http://oregonstate.edu/instruct/coursedev/models/id/taxonomy/#table

I n defining desired Learning Outcomes, it c
v e r b s indicateh exqlicitly what the student must do in order to demonstrate learning.
Benjamin Bloom (1956) created a taxonomy of measurable verbs to help describe and
classify observable knowledge, skills, attitude=havioursand abilities.

The table above provides a hierarchy of verbs within the cognitive domain (and the range of
skills demonstrated) that describe level of thinking in order of increasing complexity. This
hierarchy is based on the premise that there are levels of obserasmolethierefore
assessable) actions that indicate the cognitive processes happening in the brain.

As mentioned at the start of this document, the Learning Outcomes here are mostly written at
the simple | evel of Aknowl ed gdante witm modefnc o mp r
teaching, course organisers are encouraged to go beyond these levels whenever possible, and
promote deep learning / critical thinking rather than just recalling facts or mimicking actions.
Below are some examples that put this in candé the modules, from the Ethical Module to

the more practicabrientated Surgery module

Ethics Module
Be able to:
(Knowledge)

1 Identify ethical and animal welfare issues in their proposed own work

(Critical Thinking)

1 Rank ethical and animal welfare issues in their proposed own work

Assessment choicefor example: after listing the major known animal welfare issues,
delegates asked to rate the importance of each issue in their own proposed work. For further
developmentdelegates could estimate impact these issues may have on the outcomes of their
proposed workimpact on wider society?

Surgery Module, as an example of something much more practical:
Be able to:
(Knowledge)

i Describethe characteristics of different, commonlged instruments, suture
materials and needles
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(Critical Thinking)

1 Chooseappropriate instruments, suture materials and needles for commsedy
procedures

Assessment choicesmages on a test paper (which would you use/in what context etc.) or
imaginary scenarios/word problems (provide the species and the surgical prdcetiicie
instruments would they choose and why?)

(Knowledge)

1 Indicate the characteristics of differentitsire patterns and their applicability to
different situations

(Critical Thinking)

1  Assesghe characteristics of different suture patternseraduatetheir
applicability to different situations

[i.e. rather than about listing, this is about makingdgjuent and justifying it]

Assessment choicesdentify different suture patterns, state the pros and cons each pattern.
Give scenari@nda choice of suture, ask delegates to evaluate the decision

(Knowledge)
1 Describecommon possurgical complicationand their causes
(Critical Thinking)
| Interpret common possurgical complications and conclude their causes

Assessment choicesGive delegates a list of pathologies, so that they can identify those
caused by common pestirgical complications and theldgates must draw a conclusion as
to the cause.

(Knowledge)

1 Demonstratehow to place a suture correctly
(Critical Thinking)

1  Appraise how to place a suture correctly

[i.e. rather than just Amimicking Athi:
thefactors that are important/or not in the suturing technique]

Assessment choicebave delegates working in pairs during practical sesiave each give
feedback on the strengths and weaknesses of suturing technique of the other (peer feedback).
Have delegates compare their suture to the suture of the duteeasure or rate their
technigue against this exemplar.

73



Appendix Il
lllustrative examples of assessment criterior Learning Outcomes

1. Introduction

This document/section sets out guidance for the development of assessment criteria;
acknowledged standards of judgment, ppies for assessment and the means by which a
course accreditor/provider/assessor will determine whether a student has acquired and
attained the knowledge and/or skills required to achieve an acceptable performance standard
in the learning outcomes set anitthe training modules.

The guidance is not meant to be prescriptive. The assessment of learning outcomes may
already be regulated by other means in the individual member states, for example if the
modules are part of, or integrated in, alreagkisting educational structures, such as
university or vocational schools. However, the guidance should help new module providers
and assessors, particularly in situations where no previous training and assessment
programmes exist. Wider adoption of thgseding principles should also contribute to the
development of mutual recognition of training between member states.

The criteria, and methods of assessing standard of performance (e.g. through written exam,
discussion work or observation), will dependtbe nature of the particular learning outcome.
It is important, initially, to define pass/fail standards for a particular learning outcome.

If individual learning outcomes are repeated in modules at different levels (for example in

l evel gthicg, mrdmal2velfare and the Thr&es 6 ) increased profici
between the two levels. This is reflected in the wording used in the assessment criteria (see
Annex: Learning Outcomes, Measurable Verbs and Critical Thinking). At a basic level
stubnts shoul d, for exampl e, be able to 61l i s
taught . At the higher l evel 2, they shoul i
(demonstrating deeper learning/critical thinking). Assessment criteria shewd objective

as possible and consistent between course providers and accreditors and, ideally, between
member states.

1.1 Examples of Assessment Criteria

Assessment criteria need to be developed for all of the proposed earning outcomes and some
exampes are provided as a starting point in the tables below. The criteria should accurately
reflect the standard of performance required; they should be as objective as possible,
unambiguous, provide reliable results and be easy to use.

Criteria for knowledg based learning outcomes need to be developed. For many of the
training modules, this amounts to an assessment of whether the student has retained and can
clearly reiterate the information that t hey
aspectsof legislation (see table 1, bullet point one). However, some knowledge based
learning outcomes require a greater level of understanding of the issuas abdity to
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rel ate t he knowl edge t o t he st ud emdt tdes I ndi
assssment criteria need to reflect this (see table 1, bullet point two).

The development of assessment criteria and methods of assessment for learning outcomes
that cover issues that requited e e p er under st anmay caj foranmoe t hi n
consideration, in particular where, as in the case of ethics modules 2 and 12, the modules
cover similar topics but at two | evel s, 0ba
reflect the different levels. An example is givartable 2.

It is important to point out that it should often be possible to develop assessment criteria for a
group of learning outcomes, particularly where a number of learning outcomes can be
combined into a related sequence. This approach would bergiie to having separate
assessment criteria for each of the learning outcomes and can be applied to theoretical as well
as practical learning outcomes. (For example see table 3).

For practical skills, the easiest approach to developing objective assedscriteria is to

break a specific procedure or technique down into its individual components covering, for
example, both the theory and practical elements (e.g. handling, restraint, asepsis, pre and
post operative care, euthanasia, experimental outscemnel data quality) each of which can

then be assessed.

1.2 Pass/Fail Criteria

No definite pass/fail criteria for the individual modules have been suggested as these will
depend on course delivery, specific content and in some caseeXigiirg
requirenents/limitations (e.g. university, national). However, in all cases, the trainer needs to
have established the standard of performance that is required and the trainee needs to
understand this.

Most educational programmes deem study outcome to be soffifiehe student has
achieved a paswmark of 50% or has otherwise demonstrated an acceptable level of
understanding. However, in areas which demand a high level of factual knowledge (for
example legislation) and where failure could subsequently resaitimal welfare problems

(e.g. a failure to recognise adverse effects or to maintain sufficient anaesthesia during
surgery) a higher pass mark (for example 70 to 75%) is recommended.

1.3  Responsibility for assessment of trainees

It is importantto be dar about who is responsible for ¢
reached an acceptable standard in their training, and for the assessor to have sufficient
knowledge and authority to pass or fail students. With respect to practical skills, it is
esseril that someone is given the ultimate responsibility for observing an individual
carrying out a procedure/husbandry task and verifying that it is being done in a competent
way.

All those concerned need to understand that assessors will only sign giéaglérained and
competent if they are confident that tieguired standards have been achieved.
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Examples of assessment criteria for knowledgeased learning outcomes have been
provided in the following tables:

Table 1: Assessment criteria for eknowledge based learning outcome
Module 1: Legislation

Table 2: Assessment criteria for an ethics learning outcome
Module 2 and Module 12: Ethics, Animal Welfare and the Three Rs

Tables3-4: Assessment criteria for anaesthesia knowledgeasedoutcomes
Module 9: Anaesthesia for minor procedures
Module 10: Anaesthesia for surgical or prolonged procedures
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EXAMPLES OF ASSESSMENT CRITERIA FOR LEARNING OUTCOMES
Table 1: Assessment criteria for a knowledge based learning outcome

Assessment will test forbasic understanding of 2010/63/EU and the resulting national
legislation relating to animal research

Module 1: National legislation

Learning outcome Assessment criteria

Explain the roles an( The candidate should have retained the information tf

responsibilities of national s/he had been taught and be able to:

committees and local animg T list the key roles and responsibilities of the local anir

welfare bodies welfare body (in the level of detail as set out in article
of the Directive)

1 demonstrate an understanding of these roles 4
responsibilities by correctly stating how the stude
believes theanimal welfare body affects their own role|
responsibilities and day to day activities

T 1 i st t he key rol es and
national committee (e.g. in the level of detail set out
article 49 of the Directive)
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Table 2: Assesment criteria for ethics learning outcomes

Assessment will test fobasic understanding of issues underlying animal research. Student
will understand concepts relating to animal experimentation and welfare.

Module 2: Ethics, Animal Welfare and the favel 1)

Learning outcome Assessment criteria

Explain that the law is basg The candidate should have retained the information th
on a framework whicH S/he had been taught and be able to:

requires weighing the harm| 1 state the legal requirements for a harm/bene
assessment (as in article 38) and what this mean
practice. For example, list the potential harms
animals (phyisal and psychological) that should be tak
into account; list the permitted purposes for whig

and bendits of projects,
applying the ThreeRs to
minimise harms ang

maximise  benefits, an{  animals can be used; demonstrate an understanding
promote animal welfare the principles of how harms and benefits are weighed
9 state how this relates to the legal process mfoject

authorisation

1 state what the Three Rs are and give examples of
they can reduce harms, increase benefits and impr
animal welfare

Module 12 Ethics, Animal Welfare and the Three Rs (level 2)

Assessment will test for: Reflection on isauederlying animal experimentation. Student w
be able to explain and discuss concepts relating to animal experimentation and welfare

Learning outcome Assessment criteria

Explain that the legislatiof The candidate should be able to answer the questions set
requires that the| for level 1, but should also béke to:
justification for programmeg f discusst he ~concept of just
of work is assessed b recognising that there are different perspectives on wi
I . constitutes a justifiable harm and benefit and on t
weighing potential ad_VerS‘ weight that different harms and benefits should be give
effects on the animaly q gescribe the harms antenefits in their own proposed
against the likely benefits  work and explain how they assess and weigh these
that harms to animals mus § provide examples of how they would integrate the Tht
be minimised and benefit Rs into their own area of work

maximised
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Table 3: Assessment criteria for anaesthesia knowleddmsed outcomes

Assessment willtest for Understanding of anaesthetic properties of commonly used
anaesthetic agents, influence of anaesthetic agents on the animal & scientific outcome,
choice of route and whether methods other than anaesthesia are available.

Module 9: Anaesthesifor minor procedures
Basic knowledge

Learning outcome Assessment criteria

Relate why and whel The candidate will be able to:

sedation might be used fg 9 State the difference between physical and chemic:

restraint of a mouse restraint

1 State two scenarios when sedation might be
required to restrain a mouse

9 For one of these scenarios, state two advantages
two disadvantages of using sedation for restraint

Learning outcome Assessment criteria
Discuss the relative merit | The candidate will be able to demonstrate that s/he
and drawbacks of 1 Name one injectable and one inhaled anaesthetic
different anaesthetic agent suitable for mice
agents and their 1 Describe and comment on the method of
application for a 15 administration of an injectable anaesthetic with
minute anaesthesia of a respect to route, dose volume (including
mouse requirement for dilution as necessary)

9 Describe and anment on the method of
administration of a volatile anaesthetic with
respect to route, carrier gas and inspired
percentage

1 Compare the characteristics of an injectable and
inhaled agent with respect to onset, duration and
recovery from anaesthesia

T Commen on the possible effect on a study of
different anaesthetic agents

1 Comment on the health and safety implications o
using some commomnlysed anaesthetic agents
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Table 4: Assessment criteria for anaesthesia knowledgsased outcomes continued

Module 10: Anaesthesia for surgical or prolonged procedures
Basic knowledge

Learning outcome Assessment criteria
Know how to monitor g The candidate will be able to:
mouse under anaesthesi 7 State the clinical signs that indicate that the moy
for a surgical procedurs is suitable for anaesthesia, with respect to factg
from induction to recovery such as age, any previous procedures-gxisting
pathology.

9 State the clinical signs that indicate anaesthesii
a mouse, such as respiration eatand quality,
evoked reflexes

1 State what depth of anaesthesia is required fo
surgical procedure and what factors wol
indicate this.

{1 List the signs used to monitor anaesthetic dej
and which are most important

1 Suggest some equipment that might belpful in
monitoring anaesthesia

1 Be able to record vital signs, such as heart ri
respiration rate, body temperature on &
anaesthetic record sheet

1 Know what clinical signs indicate an anaesthg
emergency and what actions to take

9 Discuss what arehe most relevant clinical sigr]
and physiological parameters that should
measured during anaesthesia and how this can
achieved

1 Evaluate the changes in clinical signs dul
anaesthesia that may indicate changing level
anaesthesia

9 Discuss reasonsvhy level of anaesthesia mg
change during a procedure, whether or not th
causes a problem, and what action should
taken to remedy changes

1 Explain the consequences of changes in vital si
such as blood pressure, oxygen saturation, or b
temperature for the mouse

1 Discuss the advantages and disadvantages of |
monitoring equipment, such as PulseOximet
ECG, compared to manual examination of
mouse

1 Explain the clinical signs that indicate a gg
recovery from anaesthesia and what actiantake
if recovery is not as expected.

1 Evaluate the anaesthetic protocol used w
respect to the study and the Three Rs
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Appendix 11l
lllustrative examples of Competene Assessment

Assessment of Competence should

1. include a clear description aedplanation of the standards expected

2. reflect the complete procedure (planning, execution, control of outcome)

3. have a time frame in which the procedure can be realistically executed (including
e.g. planning of the procedure, workspace preparation andngocation)

Assessment criteria for a practical skill: bood sampling from a conscious rabbit

Assessment will test foKnowledge of indicators of good/poor health or any sign of pain

and distress in the animal, knowledge of the influence of restraint on laboratory animals,
different routes of blood sampling sites and where appropriate choice of method, sample
volumesand ampl i ng frequencies, (as wel |l as effec

Module 7 and 8: Minimally invasive procedures

Learning outcome Assessment criteria

The trainee should| S/he should be able to demonstrate to the assessor that s/he:
be able to

1 can recognise the normal demeanour and appearance of a he
successfully take 4

rabbit andsigns of ilhealth, pain or distress in the species

blood sample from| ¢ nas determinedhat appropriate authorities exist for the propose

aconsciousabbit procedures

without causing i can pick up, handle and restrain a rabbit in a way that the anim

the animal undue supported and does not indicate distress

distress $ has knowledge of blood volumes, blood sampling routes and
techniques suitable forabbits so that the least invasive, most
appropriate is selected

9 can select and prepare equipment (e.g. correct needle size,
clippers/scissors, surgical swabs)

1 can prepare the sampling site with minimal distress to the anim
and collect blood successlyblithout causing adverse effects
(pain, haematoma, bleeding)

1 knows how to provide appropriate aftercare, includegange-of
methods for haemostasis and to provide for expected and
unexpected events (e.g. can decide on appropriate monitoring
intervals)

1 knows (and can recognise) the adverse effects to look for and H
and when to deal with these, and is aware of the need to conta
veterinarian or other *“desig

1 knows how to handle blood samples to ensure adequate labelli
and thorough mixing

1 knows how to keep appropriate records (e.g. cage labels, other
procedural records)
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Assessment criteria for a practical skilli Anaesthesia

Assessment will test for Choice and understanding of anaesthetic properties, be
knowledgeablef influence of anaesthetic agent on laboratory animal and scientific outcome,
choice of method as proposed in the procedure

Module 9: Anaesthesia for minor procedures

Learning outcome Assessment criteria
The trainee The trainee should be able to:
should be able 1 Determine that they appropriate legal authorities exist in order
successfully to perform the procedure
induce, maintain | § Know the effects of anaesthesia on the mouse and possible
and recover a effects on the scientific study
mouse from 1 Demonstrate handling the mouse with empathy and appropriat
brief (10mins) care, such that it is not distressed
anaesthesiaina | § Assess the health and wéleing of the mouse, such that it is
mouse suitable for anaesthesia. Demonstrate obtaining and recording
bodyweight.
i State an anaesthetic suitable for the species and duration of tt
procedure

1 Demonstrate correct setup and safe use of anaesthetic
equipment and anaesthetic agents.

1 Knows proper dosageoncentration and can calculate
dose/volumes in case of injectable anaesthetics

1 Demonstrate correct induction technique (eg induction chambe
injection)

1 Explain/Name methods of assessing anaesthetic depth and
demonstrate one method that can be used, éstample, to show
that the mouse is sufficiently anaesthetised for the procedure t
be performed. Know how to monitor basic physiological
functions and demonstrate measurement of respiration rate.

9 Discuss the possible adverse effects of anaesthesia,agich
hypothermia, and describe the steps taken to avoid these.

i State what emergency situations may arise and how to manag
these.

1 Demonstrate recovering the mouse from anaesthesia and disc
the clinical signs that indicate good or poor recovery.

1 Explan after-care of the mouse, including any special nursing c
required.

9 Correctly update records, such as: cage label, unit daybook,
medicine and other procedural records.
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Module 10: Anaesthesia for surgical or prolonged procedures

Learningoutcome

Assessment criteria

The trainee
should be able
successfully to
induce, maintain
and recover a
mouse from
anaesthesia for
an invasive
surgical
procedure

The trainee should be able to:

1

1

Determine that thee isanappropriate legal authosationto
perform the procedure.

State how the concept of *“Re
a surgical procedure.

Relate the effects an anaesthetic agent may have on the mous
and how this may influence the study.

Demonstrate handling the mouse with caseich that it is not
distressed

Assess the health and wddeing of the mouse. Discuss the effec
that previous Procedures or existing pathology may have with
regard to suitability for anaesthesia. Demonstrate obtaining anc
recording bodyweight.

Knows poper dosage/concentration and can calculate
dose/volumes in case of injectable anaesthetics

State/Know an anaesthetic suitable for the species and duratio
the procedure (may have taken veterinary advice in advance).
Discuss analgesia for the proceduincluding choice of agent,
route of administration to cause minimal stress to the animal,
followed by assessment for effectiveness.

Demonstrate correct setup and safe use of anaesthetic equipm
and anaesthetic agents.

Demonstrate correct inductiotechnique (e.g. induction chambet
injection)

Discuss methods of assessing anaesthetic depth for surgery at
demonstrate one method that can be used to show that the
mouse is insensible to a painful stimulus.

Demonstrate understanding of monitoring bapitysiological
functions and vital signs, using clinical signs and/or monitoring
apparatus such as pulse oximeter.

Discuss the possible adverse effects of anaesthesia, such as
hypothermia, and the steps taken to avoid these.

Discuss what emergency sitimts may arise and how to manage
these.

Demonstrate recovering the mouse from anaesthesia and disci
the clinical signs that indicate good or poor recovery.

Discuss aftecare of the mouse, including any special nursing ci
required, such as fluid reptement.

Describe the clinical signs associated with pain and state a suit
system for monitoring posbperatively.

Correctly update records, such as: cage label, unit daybook,
medicine and other procedural records.

Discuss interpretation of records determining the success of the
anaesthetic and quality of recovery.
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Example of an examination for a practical skill illustrating how each component can
be marked

For each task, there will be a set of criteria against which the student will besssessed
and a score allocated

A maximum score can only be achieved if the trainee works independently and can
describe and explain the task without inquiry by the examiner. The more he/she has to be
asked the lower the achieved overall result.

Assignmentl
Euthanasia and removal of tissues

Your task is to euthanize a conscious mouse by cervical dislocation and to dissect the
spleen and the left kidney for further analysis. Choose proper technique in line with
animal welfare requirements.

Task : Percentage™ | Percentage Tostandard?
achieved YES NO

Preparation of work space 5 O

Safe and humane handling o 15 a

the animalremoving the
animal from the cage/pen
and transporting to
procedure room +*

Safe and humane restraint * 15 O
Safe and humane euthanasii 30 O
and confirmation of death*

Dissection of organs 10 O
Record keeping 10 O
Cleaning of work space and 5 O
tools used

Disinfection 5 O
Dispose of cadaver 5 O
Total 100%

Comments

*Tasks marked with asterisks must be passed

" percentages are suggestions ofilyey may vary according to task and focus of evaluation
2 Trainee needs at least 6/7 checkmaBkghanasia must be performed competently
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Assignment 2
Intra -peritoneal injection

A hamster shall receive a dose of 100/mg/kg BW of substance X i.p. The concentration
of substance X is 20mg/ml. Calculate the cordeste and inject the appropriate
dose/amount i.p.

Level of expectation: Percentage| Percentage
13 achieved

Preparation of work space (15%):
Use of antiseptic hand rubs &
antiseptics application solution
Selection of the appropriate size
of cannula/ needle/ syringe
Carrying out the procedure (60 %)
Safe and humane handling of th
animal-removing the animal
from the cage/pen, transporting
to procedure room and return *
Evaluation of health status

Measure and record body weigh
Calculation of dose & appropriate volume (15%)

Filling syringe (air bubbles?

volume?)

Disinfection of injection site YES NC
Proper placement of needle, YES NG
injection of material, and needle

withdrawal *

After completion of procedure (10%)
Cleaning of work space
Documentation of procedure
Overall safe working practice for
animals & operator

Total 100%
Comments

*Tasks marked with asterisks must be passed

3 pecentages are suggestions only. They may vary according to task and focus of evaluation.
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AIMS

Appendix IV
Training Record Template

The aim is to provide a template to record training, core skills and competency which can be utilised throughout EuvepédThis
provide a level ofeassurance regarding the skills and competency of individuals, facilitate mutual recognition throughout Europe to
allow staff movement and safeguard animal welfare. The person(s) responsible for ensuring that staff are trained aeul wofiervis
competat (Article 24(1)(c)) has/have an important role in ensuring that suitable records are maiftaetsimplates below are not
intended to be prescriptive or exhaustive. It remains the responsibility of the competent authority to determine thansdmhanis
recording training and competencies.

Rationale and explanations for EU Training Record Templates

1.

w N

289

© ~N

The template contains three defined training record sections: initial modular training, training records during skills
development, and an external tragniand CPD section to cover courses, conferences etc. An example is also included of a
general training section to cover other nbirective related areas, such as Health and Safety and Security.

A training record is often accompanied by a CV, job deBoriand responsibilities.

There are three levels of training/competency: trainee who is "under supervision”, "trained and competent" and "trainer for
others".

A traineebds development should be cl ear llyythedevet af supenvisiend by
should be traceable in the training records.

The trainer signatory can be any identified competent trainer. An authorised trainer list can be helpful for trainees.

A regular review of training is helpful to consider trainirgyelopment and future needs. Changes to Roles should require a
training review to ensure training and competence is achieved for new responsibilities.

The trainee should sign and initial to confirm identification in the training record and other documents.

The exact module, technique, species involved should be a defined clearly by providing as a separate entry in thg.training lo

Note in reference to current competent staff and trainersrather than complete the whole section of the training record for
each defined module, the person responsible for training will sign off once on the relevant page to confirm the mefffiber of sta
is considered competent and/or has historical records to confirm this.
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Name: Date Commenced: Signature Initials / /
1. Record of Module Training
Module Core/ Training Provider Date of Date of Training Confirmed by
Function- Species Training (End) (Namettitle/signature)
specific / P (Start)
Additional
Form No.:

Issue Date:




2.Procedures/Skills

Procedure Species Trainee under supervision Competence Achieved Trainer Status Achieved
Date Level of | Trainee | Trainer Date Trainee | Trainer Date Trainee | Trainer
super- | (initials) | (initials) (initials) | (initials) (initials) | (initials)

vision

4 ¢ Supervisor present when the procedure takes place providing direct supervision and advice

3 ¢ Supervisor aware when procedures are taking place and available for rapid intervention if required (i.e. in the vitieityratédure)

2 ¢ Supervisor awarethen procedures are taking place and available to attend to provide advice if required (i.e. in the vicinity of the estai)ish

1 ¢ Supervisor aware when procedures are taking place and available for discussion to provide advice if necessargiéplupiig)t
0 ¢ No supervision required

Form No.:

Issue Date:




3.CPD and External Training

Training

Internal Review

Date

Trainee
(initials)

Trainer
(initials)

Description and date(s) of course and outcome/certification achieved

Form No.:

Issue Date:




4.General Training Modules (e.g. Health and Safety; Security)

Training Requirement (internal)

Trainee under supervision

Competence Achieved

Trainer Status Achieved

Date

Trainee
(initials)

Trainer
(initials)

Date

Trainee
(initials)

Trainer
(initials)

Date

Trainee
(initials)

Trainer
(initials)

Form No.:

Issue Date:




Appendix V
Recommendations for Person(s) carrying out inspections under Article 34

This Appendix contains Expert Working Group suggestions for a suitable profile for an Inspector
and for training in thigole. National Competent Authorities for this Directive fully support the

aims and contents of these suggestions. However, as the competence for education and training
rests primarily with the Member States coupled with the fact that formal competencies on
inspection and enforcement differ between Member States, the National Competent Authorities
for this Directive are not in a position to formally endorse this particular appendix. It is,
however, important that this information is made widely availablgésasontents can facilitate

and provide guidance ansuitable profile anthe training of inspectors.

Person(s) carrying out inspections underArticle 34

Article 34 requires that competent authorities carry out regular inspections of all breeder,
supplier and user establishments, to verify compliance with the requirements of the Directive.

Inspectors may come from different backgrounds, both within aeebatMember States. As a
consequence, their training needs are likely to differ, depending on their previous training and
experience in the area of scientific research.

It is acknowledged that all training will not necessarily be completed prior tongtartirk as an
Inspector, where appropriate supervision and support is provided.

Recommended Profile

In order to verify the requirements of the Directive, Inspectors must have a detailed knowledge
and a good understanding of the relevant legislation apdedavant national policies. They
should understand the different roles and responsibilities of personnkled and the basis of

and detail required within authorisations for establishments.

Inspectors should have a good understanding of animal reielfanimal breeding and
accommodation and care practices.

For inspections within user establishments, to enable verification that the Three Rs, are being
implemented as far as possible within the projects being inspected, Inspectors should have a
good undestanding of project and experimental design, and the content of project authorisations
for the establishments being inspected.

This role can be fulfilled by persons with a good understanding of the care and use of animals in
scientific procedures, in p&cular the application of the Three Rs. These can be veterinarians.
Biologists or other personnel with appropriate training and expertise in medical, biomedical or
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biological sciences can also fulfil this role. Inspectors should have broad, detailee g
science and scientific methods, experimental design and expertise in, and / or a keen interest in
optimising, animal health and welfare.

Inspectors should be proactive and promote improved practice in animal care and use and
development and maignance of a good culture of care. Inspectors may be able to encourage
collaboration among key players working within establishments. Fwearking among
Inspectors will facilitate the dissemination of knowledge and sharing of experiences and will
promote onsistency.

Inspectorss houl d have fdApersonal aut horityo derivin
knowledge Effective interpersonal skills, including oral and written communicatien
beneficial

Inspectors should be trained to identify conflicts of interest and how to avoid these. This will
allow inspections to be independent and increase public confidence in the regulatory oversight.

Initial training

The trainingfor inspectors should be devisknt each individual taking into account the required
role having regard for the way in which the Directive is implemented in the MS in question, and
previous educationtraining and experience. Where the role is fulfiled by a qualified
veterinarianwith significant experience in the field of animal research, it is likely that the
Learning Outcomes of some of the moduledl already have been achieved. In such
circumstances, following gap-analysis of the learning outcomé®/she may be exempted from

ary of the modules, or from parts of the Inspector Module.

All inspectors should perform a gap analysis of the following modules and review their related
Learning Outcomes to ensure that all relevant skills and knowledge are acquired:

Modules 1- 3.1

Modules 4- 6.1

Modules 7, 9 11

Modules 20, 23

Module 51

1 Any additional modules such as 21 and 22 when part of the remit of their inspections.

= =4 4 - A

The core training to ensure understanding of the Inspeobdte'and the requirements dfrik to
theresults d EWG oninspectiorand Enforcementnce publishelds covered in:

1 InspectoModule
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Unlike for other roles, a number of L@sither forms a part of inspector's tasks nor responsihilities
Instead theyshould deliver sufficienievel of understanding to allow compliance to be
confirmed. This should be reflected in their assessment andttiaeing records.

CPD

Inspectors should keep up to date with current best practice in science and animal care and
husbandry and the Three Rs by havangprmal Continuous Professional Development (CPD)
programme.
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Inspector Module

This module provides all the necessary elements offidpection process required by Article 34, and is
intended for those who have a very good understanding of the caresanof animals in scientific
procedures and the legislation covering such use. It requires a detailed understanding of the legislative
requirements for inspection and enforcement, and includes guidance and principles on the design,
conduct, and reportingf inspections.

Learning Outcomes
Trainee should be able to:
® Understand legislative requirements on care and use of animals in research

Inspl Appreciate the ethical issues related to the use of animals in ongoing and / or completed
scientificproceduregas case studies)

Insp2 Show how the concepts of the Three Rs are enshrined wifikinnational legislation
implementingEuropean Directive 2010/63/EU. Show a detailed understanding of the principles, and
practical implementation of, replacentereduction and refinement (the Three Rs) in animal care and
breeding practices and in-going and / or completed scientific research projects, in particular

i. show understanding of the potential for implementing refinements through good

knowledge ofte s peci es being used, good O6wel f
control of adverse effects using clear and valid scientific, welfare and/ or humane
endpoints

ii. describe how training, good animal accommodation, husbandry and handling
arrangements andapplication of appropriate endpoints can contribute to
implementing the Three Rs and improve the quality of science

Insp3. Discriminate between experimental procedures for animals, and veterinary practice,
husbandry and neexperimental procedures

Insp4. Explain the correct apportioning of projects to purposes of scientific procedures (Article 5)

Insp5. Describe the grounds for exemption from the requirentenise purpose brezhimals of the
species listed in Annex 1

Insp6. Compare the roles, mansibilities and interactions of those working under the Directive
within an establishment

Insp.7. Explain the legal composition and the role of Animal Welfare Body
Insp8. Describe the conditions/requiremefussetting free and rhoming of animals

(i) Understand the principles and practice of inspection

Insp9. Demonstrate how the detailed controls specified within the legislation apply to inspection
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Inspl10. Describe the legal requirements of inspection and other related functions (information
gathering, management and dissemination, discussion of Three Rs, continuity, advice to user
community and competent authority)

Inspll. Explain the duties and responsibilities of inspectors including neutrality and probity
(honesty, integrity, appropriateonduct, etc.)and the interaction between inspectors and other
responsible persons/bodies such as Animal Welfare Body

Insp12. Describe what an effective inspection should effiiaik to the results of th&eEWG on
Inspectionand Enforcemenbnce publised e.g. approach to inspection, need for liaison/rapport,
compliance/norcompliance detection role

Inspl3. Describe the principles of risk analysis, legal requirements for inspection frequency,
unannounced versus announced inspections, required stamdgerformance and assess risk

Inspl4. Describe the key sources of advice and additional knowledge for the inspector on legislation,
policy, working practices and case histories

Insp15. Indicatethe required standards of communication (includingtieri reports) to competent
authority and stakeholders, and record storage requirements

Inspl16. Describéhow to access project proposals, evaluations and authorisatidrtsow to plan an
inspection based on this information

Inspl7. Explain how the requements for marking or identifying animals can be met hod to
determinewhen theehave not been met

Insp18. Describemethods of humane killing of animals used under this legislation and explain how
these are permitted

Inspl19. Describe the severity assessment frameworincluding cumulative severityand the
responsibilities of all those involveid having an impacbn ameliorating suffering and reducing
severityfrom project conception to completion

Insp20. Explain prospective assignment of setyeand actual severity and the purposes of such
assessments

Insp21. Gorrectly assign severity classification to samples of animals being bred (GA) and / or used
for scientific purpose according to Annex VIII atite EU severity assessment framework document
(http://ec.europa.eu/environment/afieals/lab _animals/pdf/Endorsed_Severity Assessmet.pdf

Insp22. Describeappropriate practical methods of assessing welfarehamdthese can besed to
reduce suffering in line with achieving the scientific objectives during inspeatiossentific work
in progress

Insp23. Discriminate between rase and continued use and explain gheationswhenre-use may
be legally authorised

Insp24. Explain the basis for the collection ainnual statistics on animaleus procedures (Article
54 and therelated Commission Implementing Decisjon
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(iii)

(iv)

Insp25. Describe the penalties (e.g. offences and infringements, compliance advice/notices)
arrangements for suspension / withdrawal of authorisation and explain how these are reported to the
Competent Author{y)/(ies concernedgnd dealt with

Appreciate differences in types of designated establishments and animal units, and in the
management of animal facilities

Insp26. Explain the legal requirements for an establishment authorisation
Insp27. Indicate thesort(s) of animal work likely to be found at each type of establishment
Insp28. Relate the types of animal holding areas and their main features

Insp29. Describehe strategies used for maintaining differing levels of biosecaritiprecautions to
betaken by an inspector to avoid spreading animal pathogens or allergens

Insp30. Describe strategies involved for minimising animal surplus /-bveeding of animals,
including genetically altered animals

Insp31. Describe strategies for facilitatingetlsharing or organs and tissues from animals

Insp32. Indicate the considerations for transport of animals between sites (including national and
international transport)

Insp33. Describe special consideratioasd methods to be usédinspection of grticular types of
establishmenand projectge.g. regulatory toxicology projects, work in the wild)

Insp34. Discuss the care and accommodation requirements of Annex Il for each of the relevant
laboratory animal species, and explain the potential veetfad scientificconsequences where their
husbandry and welfare needs are not met

Insp35. Appreciate the special considerations required forcre and usef certain animals (e.g.
nornthuman primates, animals taken from the wild, stray/feral animBldomestic species and
endangered species)

i. discuss the reasons for these groups receiving special consideration and the
rationale required for exemptions
il. identify the parts of the legislation on usage of certain species and exemptions
iii. describe the contibns under which theise of these species is authorised or
exemptions granted
Medicines

Insp36. Describe good practice in the use of medicivikin establishments
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(V) Understand the principles of training and assessment
Insp37. ldentify ther eco mmendati ons for training of personn
on the development of a common education and training framework to fulfil the requirements under
the Directived (along with any additional nati on

Insp38. Explain the minimum requirements for records of training and competence and CPD of
personnel and describe how these may be reviewed during the inspection process

Insp39. Describe circumstances in which discretionary exempfiimm specific training mdules or
elements may be permitted

(vi) Understand the principles and methods by which assessment and authorisation of
programmes of work are undertaken

Insp40. Describe the principles of the hattmenefit analysis
Insp41. Describe the requiremts for impementation of the ThrelRs within a project
i. indicate sources of information on methods which either fully or partially
replacereduce or réne the use of animals
ii.  show understanding of the scope for reduction of animal use through clear

experimentabtrategy, good design, valid analysis and comprehensive reporting
of animal studies

Insp42. Explain howprojects arauthoriged
Insp43. Gorrectly determine in ogoing and / or completed work, scientific projects which do not

comply with project authdsation in relation to using / having used the most refined protocol and
earliest humane endpoints consistent with achieving the scientific objectives

(vii)  Understand the role of the Inspector as communicatQpromoter of good practicesand the
Three Rs

Insp44. Discuss the concept of culture of care
Insp45. List issues which contribute to a good culture of care (a proactive approach to the Three Rs,
clear mechanisms for communication between all staff which are used effectiffelgtive

collaboration amog key players

Insp46. Describe methods which can be used to promote better quality science and reporting (e.g. the
use of ARRIVE guidelines)

Insp47. Explain the benefits of a consistent andative inspection system
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