
GENETICALLY ALTERED ANIMALS (GAA)

 Caring for animals  
 aiming for better science

EU GUIDANCE ON THE IMPLEMENTATION OF DIRECTIVE 2010/63/EU ON PROTECTION OF ANIMALS USED FOR SCIENTIFIC PURPOSES

Source:  http://ec.europa.eu/animals-in-science

(*) Crossing/backcrossing two lines of non-harmful phenotype and where it can be reasonably expected that the new line will 
not result in a harmful phenotype
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 REQUIREMENTS FOR  
PROJECT AUTHORISATION

CREATION AND MAINTENANCE OF GAA LINES
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Introduction of genome engineering reagents  
into embryos and germ cells  

e.g., gene editing tools, DNA, ES cells
Chemical 

mutagenesis

Embryo implantation; vasectomy

NON-HARMFUL PHENOTYPE

Tissue sampling method for genotyping:  

NO PROJECT  
AUTHORISATION

Breeding as  
conventional animals.

PROJECT  
AUTHORISATION

For above threshold sampling 
methods, when not linked to 

marking of the animal.
PROJECT  

AUTHORISATION
Breeding of 

harmful phenotype,  
including above  

threshold tissue sampling,  
all under project  
authorisation.If unexpected problems arise and animals from a non-harmful 

line are considered harmful after re-evaluation/welfare 
assessment then line to be moved and maintained under 

Project Authorisation.

REQUIREMENTS FOR STATISTICAL  
AND IMPLEMENTATION REPORTING 

CREATION, MAINTENANCE AND USE OF GAA

ANNUAL STATISTICS: 
 

animals used for the creation  
are reported in the annual statistics  

under the basic/applied research purpose for 
which the line  

is being created for.

Only exception:  
wild type off spring  
is not reported in  

the annual statistics.

IMPLEMENTATION  
REPORT: 

 
once every five years  

during the last year of the implementation 
reporting cycle:  

next reports cover  
years 2022, 2027, 2032.

 
Animals used for the creation:  

include only genetically normal,  
wild type offspring (if not used  

(therefore not otherwise reported)  
in other procedures).

Welfare Assessment   
- with subsequent decision on the classification of the line

Tissue sampling method for genotyping:

NO PROJECT AUTHORISATION PROJECT AUTHORISATION PROJECT AUTHORISATION

Implementation report:
All unused animals 

that were killed  
and not genotyped  

using invasive method.

Annual statistics  
under ‘maintenance of 

colonies...’:
All unused animals  

that were killed  
and were genotyped  

using invasive method  
(not carried out for marking).

Annual statistics under 
‘maintenance of colonies…’:

 
All unused animals that were 
killed and that had exhibited 

harmful phenotype and/
or were genotyped using 

invasive method (not carried 
out for marking).

Implementation report:
All unused animals that 

were killed without having 
exhibited harmful phenotype 

and were not genotyped 
using invasive method. 

ANIMALS THAT ARE NOT KILLED AND CONTINUE TO BE USED IN PROCEDURES.

 
PROJECT AUTHORISATION

Annual statistics: All animals that are used in procedures  
are reported in the annual statistics  

after completion of the procedure and for the purpose  
for which that procedure was carried out.
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NON-HARMFUL PHENOTYPE  HARMFUL PHENOTYPE

below threshold (non-invasive) tissue sampling

above threshold tissue sampling

above threshold tissue sampling

below threshold (non-invasive) tissue sampling 

HARMFUL PHENOTYPE

Mating  
two GA lines  

to create  
a new line

Birth of offspring
Genotyping

Confirmation that genetic alteration is present

Breeding until stable transmission of the desired genetic alteration
Characterisation of phenotype

 
Welfare Assessment   

- with subsequent decision on the  
classification of the line

(*)


