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Animal research is only lawful if "it is of strict necessity".

Scientists are "determined to limit the use of animals for experimental 

purposes (…) ultimately aiming to find an alternative for this use 
whenever possible".

Principle of the 3Rs 

Ethics



Animal research is only lawful if "it is of strict necessity".

Scientists are "determined to limit the use of animals for experimental purposes (…) ultimately 
aiming to find an alternative for this use whenever possible".

Ethics



Animal research is only lawful if "it is of strict necessity".

Scientists are "determined to limit the use of animals for experimental purposes (…) ultimately 
aiming to find an alternative for this use whenever possible".

Principle of the 3Rs

 Replacement

 Reduction

 Refinement

Ethics



a fourth R has been introduced in 
recent years: Rehabilitation of 

animals



Regulations



An authorized institution conforming to requirements

Authorization applications for projects involving animal 

models

Competent, trained personnel

Regulations



 Granted by prefectorial decree, further to visits by veterinary inspectors from

the Direction départementale de la cohésion sociale et de la protection des 

populations (DDPP or DDCSPP, departmental division for social cohesion and population 

protection).

 Validated for 6 years, is dependent on the French Ministry of Agriculture, and must be 

renewed upon written request.

 Granted based on compliance with housing and operational standards defined by 

ministerial decree, aiming to ensure animal well-being. 

Regulations



 sBEA : animal welfare body

Members : persons responsible for overseeing the welfare and care of the animals, 

scientist(s) and designated vet.

Assignments :

• Advises staff on matters related to the welfare of animals.

• Advises staff on the application of the 3Rs and keeps it informed on its technical 

and scientific developments.

• Establishes and reviews internal operational processes as regards monitoring, 

reporting and follow up in relation to the welfare of animals housed or used in 

the facility.

• Follows the development and outcomes of projects.

• Exchanges with project designers on possible modifications of the projects.

• Advises on rehoming schemes.

Regulations



 Drug managing 

Who : a person with project designer level (function B)

Mission : 

• Fill drug register, forgery-proof, indicating the drug flow in chronological order.  

• Delivers drug doses need 

• Take care to the retention and elimination.

About drugs : 

• Drugs specific for animal use must be priority used (checked AMM)

• Narcotics or/and psychotropics need an authorizations to acquire and hold granted by 

ANSM
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 Monitoring of skills

Mission :  record the followed training courses in the individual skills booklet. Proove you are 

up-dating in the training regulation. 

 Registers, procedures and housing 

Must be declared and applied :

- Registers : animals entry/exit; personal entry/exit; daily animal facility visit; …

- Experimental procedures:  injections, clinic exams, surgery, sampling, killing….

- Housing conditions  

Regulations



All personnel involved in animal experimentation must undergo specific training within a year 

of taking up their post to give them the necessary qualifications to carry out their duties by 

making them aware of animal welfare and good experimental practices.

4 regulatory training according to the function: 

 EU Function B: designing procedures and projects 

 Request : master level or Licence 2 + 5 years of professional experiments 

 57h of formation

 Can submit an authorization applications for projects involving animal models

 EU Function A: carrying out procedures on animals

 45h of formation

 EU Function C: taking care of animals

 34h of formation

 EU Function D: killing animals : only level A and B

Complementary regulatory training :

 Surgery : designer and person who realizes the surgery need for the project. Surgeons, 

dentists or veterinarians are exempt from this additional module

 Per species.
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Continuous training program

- representing the equivalent of a minimum of three days over a period of six years, in 

order to ensure the maintenance and updating of their skills, and this, throughout their 

career. 

- This training must be related to animal experimentation or the 3Rs in the form of practical 

and theoretical training, participation in conferences, etc. 

- Participation in purely scientific conferences is not included in this framework.

The absence of training (regulatory and/or continuous) can constitute a non-compliance 

during the approval visit of the establishment and have an impact on obtaining or renewing 

the approval, or even lead to the closure of the establishment with a 4th category fine (up 

to 750 €) for the person in charge of the establishment and the untrained persons

Regulations



Regulations

Authorization applications for projects involving animal models

8 weeks max.

Local ethic 

committee

Project granted. 

Experiments start

7 weeks 

max.
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Authorization applications for projects involving animal models

For Collaboration 

between several 

institution, indicate EU 

1/2 or 2/2… in the 

beginning of title



Regulations

Authorization applications for projects involving animal models

Dedicated for the general public :

- Simple and popularized 

- Anonymous

- Project’s aim

- Animal model and experimental 

schema (no details)

- Advantages and convenient

- Number of animals

- 3Rs respect
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Authorization applications for projects involving animal models

Max. 3 designers (level B) 
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Authorization applications for projects involving animal models

Justifications =>  indicated if the project was reviewed by scientific committee (HCERES or 

fundings : ANR, ERC, ERAnet, …)
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Authorization applications for projects involving animal models

The description of the project must be more technical and scientific than in 

the summary, while remaining understandable for non-specialists

• Introduction / context

• Aims 

• Animal model description (which, how many and origin)

• Experimental schema (small description of procedures) + Annexe : chronogram
The killing of an animal is not considered an experimental procedure except for fixation procedure 

(intracardiac PFA injection) 

• Expected results
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Authorization applications for projects involving animal models

Authorized killing methods precised in annexe IV of directive 2010/63/UE.

Example for mice: 

- Anesthetic overdose under sedation by injection of pentobarbital solution under 

anesthesia

- Cervical dislocation

- Progressive inhalation of carbon dioxide in a dedicated system

In case of tissue fixation for example.
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Authorization applications for projects involving animal models

The statistical approach should be outlined here, naming the test used 

AND 

the refinements made to reduce pain, suffering and distress to the animals, such as enrichment. 

Specify anesthesia and analgesia with products, dosage, volume, duration, etc.

No define limit points (to be done in procedure).
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Authorization applications for projects involving animal models

The question is why use an animal model and no why THIS animal (mice or mini pig) (3.4.3)
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Authorization applications for projects involving animal models

damaging phenotype is an animal that is likely to experience, as a result of its genetic

status, pain, suffering, distress or lasting harm at a level equivalent to or greater than

that caused by the insertion of a needle performed in accordance with good veterinary

practice

=> Subjective notion
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Authorization applications for projects involving animal models

« Oui » if it’s animal facility institution 

« Oui » if it’s your animal facility institution 

Charles River
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Authorization applications for projects involving animal models

Description number of animal per group/genotype and per 

procedure => best way : annexe



Regulations

Example of annexe
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Authorization applications for projects involving animal models

Description number of animal per group/genotype and per 

procedure => best way : annexe

Justified age

Justified gender 

• Males to limit the variation of physiological parameters: estrogens induce a greater variability.

• Indifferently, male or female, this pathology not being differentiated according to sex.
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Authorization applications for projects involving animal models

A = to be checked, most often,

B = to be checked, it is an applied research project

C = to be checked if B is checked and the project includes tests of pharmacological molecules or 

medical devices

F = to be checked only for projects of training in animal experimentation, training of surgeons, ....

D and E and G = specific cases
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Authorization applications for projects involving animal models

The degree of severity of an procedure is

determined by the intensity and duration of

the pain, suffering, distress, or lasting harm

that a given animal is likely to experience

during the

kind of elements to be considered and weighed when assessing actual severity : 

• Procedure, technique (surgical / non-surgical; New model or 

procedure)

• Species, strain, stage of development, previous experience

This should be a major consideration – it is necessary to understand the biology and 

behaviour of the species and strain (and sometimes individual) to be able to predict 

and assess severity effectively

• Frequency, intensity 

Repetition => potential acclimatization but can also increase severity

• Duration of effect

• Effectiveness of refinements 

• Cumulative severity

https://ec.europa.eu/environment/chemicals/lab_animals/pdf/guidance/severity/en.pdf

Classe légère, modérée, sévère ou sans réveil
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Authorization applications for projects involving animal models

Short introduction: why this procedure 

Description of all the acts : 

anaesthesia (or not) 

injections : specify the products, the doses and volumes, the approach routes... 

surgery : precise description 

Example : 

This procedure concerns 180 mice divided into 4 batches of 45 mice per group :

Batch 1 = molecule X : 12.5 mg/kg per os

Batch 2 = molecule X : 25 mg/kg per os

Batch 3 = molecule Y: 2 mg/kg IV

Batch 4 = molecule Y: 2 mg/kg IV
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Authorization applications for projects involving animal models

Really important item

The term "endpoint" is defined as the point at which the suffering and/or distress of an experimental animal

is stopped, minimized or reduced by taking measures such as compassionately euthanizing the animal,

terminating a procedure that causes it suffering, or treating it in a manner that alleviates its suffering and/or

distress. The endpoints should be as early as possible to achieve the experimental objective and adaptive to

the procedure.
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Authorization applications for projects involving animal models

In general blood sampling. Give the path/tissue, quantity, frequency, with/without anesthesia. 

Don’t indicate post-mortem sampling.

Indicate pain management and refinement measures taken : 

• Procedure under anesthesia; 

• The level of anesthesia will be regularly monitored throughout the procedure by reflex and breathing tests.

• Analgesia

• Intraoperative medication.

Indicate Refinement conditions and general endpoints

Justify why your project is original and new (no published yet). Scientific literature will be 

controled during your project.
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Authorization applications for projects involving animal models

If another procedure in the same project use these 

animals

Indicate groups/genotype and number of animal



 Local “sBEA” and institution responsible

 GIRCOR : General public information about animal models in biological and medical research, fundamental 

and applied

https://www.recherche-animale.org/

 AFSTAL :  French association of sciences and technics in lab animals

http://www.afstal.com/

 NC3Rs : help the research community use the latest science and technology to replace animal studies, 

providing new approaches for biomedical research and avoiding the time and cost associated with in vivo 

models.

https://www.nc3rs.org.uk/

Experimental design assistant : https://eda.nc3rs.org.uk/

 ARRIVE guidelines :  https://arriveguidelines.org/

 European Commission : https://ec.europa.eu/environment/chemicals/lab_animals/pubs_guidance_en.htm

Informations


