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LEARNING OBJECTIVES

 1.3 Describe the authorization that is needed 

before acting as user, breeder or supplier of 

laboratory animals and especially the 

authorization required for projects and 

where applicable individuals. 

 1.6. Describe the roles and responsibilities of 

the local animal welfare bodies and the 

national committee for the protection of 

animals used for scientific purposes. 
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Member States shall ensure that all breeders, 

suppliers and users are authorised by, and 

registered with, the competent authority. 

The license is issued by the Veterinary 

Authorities of the Prefectural Veterinary 

Service for a maximum period of 5 years 

subject to renewal.

 The Prefectural Veterinary Services have the 

authority to suspend or withdraw the 

authorisation.
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ARTICLE 20 OF DIRECTIVE 

2010/63/EU: AUTHORISATION OF 

BREEDING, SUPPLIER AND USER 

ESTABLISHMENTS



AUTHORISATION OF BREEDING, 

SUPPLIER AND USER ESTABLISHMENTS

 Completed Application form with all required 

documents attached 

ie. design of facilities, equipment, legal 

representatives, personnel training qualifications, 

animal species, animal welfare body members, 

animal record template

 On-site inspection is imperative 30 days after the 

submission of the application form to the 

relevant competent authority.
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ARTICLE 36-37: PROJECT 

AUTHORISATION

Member States shall ensure that projects are 

not carried out without prior authorisation 

from the competent authority, and that 

projects are carried out in accordance with the 

authorisation
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PROJECT APPLICATION
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Member States shall ensure that an application for 

the project is submitted by the user or the 

person responsible for the project and shall 

include at least:

The project proposal

A non-technical project summary

Information on elements set out in Annex VI



ELEMENTS REQUIRED FOR A 

PROJECT APPLICATION FORM
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PROJECT EVALUATION COMMITTEE

 The user (person responsible for project) submits an

Application Form to the Project Evaluation Committee

(different for each establishment).

Project Evaluation Committee has been approved

by the Regional Authority and consists of:

a) a Biomedical Research Scientist, as chairman, with

his deputy

b) the Designated Veterinarian responsible for the

establishment, with his deputy

c) a Biostatistician, with his deputy and

d) a representative of Regional Authority (with voting

Privilege)
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ARTICLE 38: PROJECT EVALUATION

 The project evaluation shall verify the 
following criteria:
 Scientific or educational justification or required by law

 Purpose

 Experimental design including statistics

 Objectives, predicted scientific benefits, educational value

 Assessment of compliance with the 3R’s

 Assessment of the severity of the procedures

 Harm-benefit analysis

 Need for retrospective assessment

 Animal husbandry and care

 The project evaluation process shall be 
transparent

 Knowledge of local culture and practices in 
establishment(s) where work is carried out 
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PROJECT EVALUATION
 Members of Project Evaluation Committee must

declare that:

(a) there is no benefit or personal interest in 
participation in the evaluation of the project,

(b) the information referred to in the project 
under approval are confidential and should be 
managed as such

(c) there is no participation in the scientific work. 
“Scientific work” is defined as the publication or 
disclosure in Greece or other countries

The Project Evaluation Committee prepares a

minutes and an opinion for the project
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SUBMISSION OF APPLICATION FORM

The user submits the final version of the 

Application Form with the minutes and opinion 

of the P.E.C. to the issuing Authority 

The issuing Authority issues the Decision of

Project Authorisation, which is granted for 3 

years (in Greece)
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https://www.wikihow.com/Make-an-Authorization-Letter

https://www.wikihow.com/Make-an-Authorization-Letter


ARTICLE 39: RETROSPECTIVE 

ASSESSMENT

All projects using NHP’s

 Projects involving procedures classified as 

‘severe’

 Projects assigned during the project evaluation

 Elements to be evaluated:
 Objectives achieved?

 Discomfort experienced by the animals in reality

 Findings that may contribute to the further implementation of the 

3R’s
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 Should be carried out in cases of

 Introduction of new models or new research 
areas;

 Significant uncertainties in outcomes or effects 
on animals e.g. creation and breeding of certain 
GA lines;

 In the regulatory context, use of new classes of 
compounds, with little background data, 
knowledge or experience;

 Projects for the purposes of education and 
training;

Also in projects where severities are higher than 
predicted 
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RETROSPECTIVE REVIEW (1)



Important information

  Real achievements

 Use of animals and severity procedures

 Application of the 3R’s

Outcomes from a retrospective review

 Feedback to the research team

 Updated information regarding the submitted 
non technical summary

 Dissemination of information (positive and 
negative) regarding the use of animals and the 
3R’s
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RETROSPECTIVE REVIEW (2)



TEMPLATE FOR RETROSPECTIVE 

ASSESSMENT
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TEMPLATE FOR RETROSPECTIVE 

ASSESSMENT
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1. The project authorisation shall be limited to procedures which have been 

subject to: 

(a) a project evaluation; and 

(b) the severity classifications assigned to those procedures. 

2. The project authorisation shall specify the following: 

(a) the user who undertakes the project; 

(b) the persons responsible for the overall implementation of the project 

and its compliance with the project authorisation; 

(c) the establishments in which the project will be undertaken, where 

applicable; and 

(d) any specific conditions following the project evaluation, including 

whether and when the project shall be assessed retrospectively. 

3. Project authorisations shall be granted for a period not exceeding 5 years. 

4. Member States may allow the authorisation of multiple generic projects 

carried out by the same user if such projects are to satisfy regulatory 

requirements or if such projects use animals for production or diagnostic 

purposes with established methods. 
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ARTICLE 40 

GRANTING OF PROJECT AUTHORISATION



ARTICLE 41: AUTHORISATION 

DECISIONS

A decision should be taken and communicated 

by the competent authority to the applicant 

within 40 working days from the receipt of the 

complete and correct application

 In special cases, the competent authority may 

extend the period by an additional period of 

max. 15 working days.
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1. Member States may decide to introduce a 

simplified administrative procedure for 

projects containing procedures classified as 

‘non-recovery’, ‘mild’ or ‘moderate’ and not 

using non-human primates, that are necessary 

to satisfy regulatory requirements, or which 

use animals for production 
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ARTICLE 42 

SIMPLIFIED ADMINISTRATIVE 

PROCEDURE 



ARTICLE 43: NON-TECHNICAL 

PROJECT SUMMARIES

Member States shall publish the non-technical 

project summaries of authorised projects

 Subject to safeguarding intellectual property and 

confidential information, the summary shall 

provide information on:
 The objectives of the project

 The predicted harm and benefits

 The number and types of animals used

 Compliance with the 3R’s

The non-technical summary shall be anonymous
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1. Member States shall ensure that amendment or 
renewal of the project authorisation is required for any 
change of the project that may have a negative impact 
on animal welfare. 

2. Any amendment or renewal of a project 
authorisation shall be subject to a further favourable
outcome of the project evaluation. 

3. The competent authority may withdraw the project 
authorisation where the project is not carried out in 
accordance with the project authorisation. 

4. Where a project authorisation is withdrawn, the 
welfare of the animals used or intended to be used in 
the project must not be adversely affected. 

5. Member States shall establish and publish conditions 
for amendment and renewal of project authorisations. 
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ARTICLE 44 

AMENDMENT, RENEWAL AND WITHDRAWAL OF A 

PROJECT AUTHORISATION



1. Member States shall ensure that all relevant 
documentation, including project 
authorisations and the result of the project 
evaluation is kept for at least 3 years from the 
expiry date of the authorisation of the project 
or from the expiry of the period referred to in 
Article 41(1) and shall be available to the 
competent authority. 

2. Without prejudice to paragraph 1, the 
documentation for projects which have to 
undergo retrospective assessment shall be kept 
until the retrospective assessment has been 
completed. 
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ARTICLE 45

DOCUMENTATION 



PROJECT APPLICATION TEMPLATE
http://www.minagric.gr/index.php/el/for-citizen-2/zoagiaepistimones

1. Identification data of the user/responsible for project

2. Identification data of the responsible for the overall

implementation

3. Identification data of the responsible for the

compliance with the Project Authorisation

4. Title and Description of the project
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OBJECTIVE OF THE PROJECT
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PROCEDURES, TABLE OF PROCEDURES AND 

SEVERITY (PLUS OVERALL)
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ANIMAL MODEL - JUSTIFICATION FOR 

ITS CHOICE 
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JUSTIFICATION- REDUCTION
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ANESTHESIA – ANALGESIA 

TECHNIQUES
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HUMANE ENDPOINTS
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EUTHANASIA – KILLING METHODS-

OTHER OUTCOMES
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COMPLIANCE WITH THE 

REQUIREMENT OF 3R’S 
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USER ESTABLISHMENT
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TEAM WORK!!!
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NON TECHNICAL SUMMARIES
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LEGISLATIVE REQUIREMENT
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GREEK NATIONAL COMMITTEE WEBPAGE FOR NON 

TECHNICAL SUMMARIES UNTIL 2020
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TEMPLATE FOR NON TECHNICAL 

SUMMARIES (1)
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TEMPLATE FOR NON TECHNICAL 

SUMMARIES (2)
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TEMPLATE FOR NON TECHNICAL 

SUMMARIES (3)
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TEMPLATE FOR NON TECHNICAL 

SUMMARIES (4)
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NTS EUROPEAN COMMISSION 
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RETROSPECTIVE ASSESSMENT FORM  

FOR COMPETENT AUTHORITIES
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 “Member States shall ensure that each breeder, supplier 
and user sets up an animal-welfare body. The animal-
welfare body shall include at least the person or persons 
responsible for the welfare and care of the animals  
and, in the case of a user, a scientific member. The 
animal- welfare body shall also receive input from the 
designated veterinarian or the expert referred to in 
Article 25”. 

www.google.com
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ARTICLE 26: ANIMAL WELFARE 

BODY



ARTICLE 27: TASKS OF THE 

ANIMAL WELFARE BODY

The animal welfare body shall:

 Advice the staff dealing with the animals 
(acquisition, accommodation, care and use of the 
animals)

 Advice the staff on the application of the 3R’s and 
keep it informed on technical and scientific 
developments

 Establish and review internal operational processes

 Follow the development and outcome of projects, 
and identify and advice on elements that further 
contribute to the 3R’s

 Advice on re-homing schemes
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RECORDS OF ANIMAL WELFARE 

BODIES

 Records must be kept regarding any advice 

given by the Animal Welfare Body and 

decisions taken regarding that advice for at 

least 3 years. The records should be available 

to the competent authority upon request.
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BENEFITS OF AN EFFECTIVE AWB 

(1)

 improves animal welfare – including improvements in 
housing, husbandry, breeding, care and use practices; 

 advises on planned work and work in progress;

 provides advice on good practice and ensures it is 
implemented as appropriate; 

 provides a critical forum to ensure day-to-day 
application of the Three Rs;

 provides motivation and support for animal welfare 
and the Three Rs; 

 provides advice on the project application process, 
in particular promotion of the Three Rs, with 
continued input as projects develop;

 is a main point of contact for any conflicts between 
animal welfare and science;
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BENEFITS OF AN EFFECTIVE AWB 

(2)

 improves link and communication between scientists 
and animal care takers/technicians;

 influences management to ensure suitable resources 
to allow delivery of good science and welfare are 
made available; 

 provides for effective liaison with National 
Committee;

 promotes Laboratory Animal Science - through 
communication with external stakeholder 
environment;

 improves public confidence in the quality of 
scientific work and care provided at establishments;

 fosters a good culture of care;

 improves the quality of science.
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THANK YOU VERY MUCH!!!!
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