
 

 

Scientific Committee on Health, Environmental and Emerging Risks (SCHEER) 

Request for an update to the scientific opinion on the need for non-human primates 
in biomedical research, production and testing of products and devices 

1. BACKGROUND 

Directive 2010/63/EU on the protection of animals used for scientific purposes1, 
revising and replacing Directive 86/609/EEC, was adopted in 2010. It provides for 
controls of the use of live animals for scientific purposes including a systematic 
project evaluation and authorisation, sets binding standards for housing and care as 
well as for the education, training and competence of personnel both handling 
animals and supervising the experiments.  

Due to their genetic proximity to humans and highly developed social skills, the use 
of non-human primates in scientific procedures raises specific ethical questions and 
practical problems in terms of meeting their behavioural, environmental and social 
needs in a laboratory environment. Furthermore, the use of non-human primates for 
scientific purposes is of the highest concern to the citizens. As a result, the use of 
non-human primates attracted significant attention during the review of the 
Directive.  

In this context, it is useful to recall the 2002 Scientific Steering Committee, SSC, 
report2 highlighting the continuing need to use non-human primates in biomedical 
research. This was followed by the European Parliament declaration adopted in 
2007 urging the Commission to 

(1) Make an end to the use of great apes and wild-caught monkeys in scientific 
experiments; 

(2) Establish a timetable for replacing with alternatives the use of all primates in 
scientific experiments. 

The Commission stated in its response3 to the EP that with the current scientific 
knowledge at the time a timetable with a fixed deadline to phase out all use of non-
human primates in the area of biomedical research was not possible. However, the 
Commission also recognised that science is evolving rapidly in this field and novel 
technologies, such as genomics and computer modelling, were gradually emerging. 

As a result of these events, DG ENV requested the Scientific Committee on Health 
and Environmental Risks (SCHER) to issue an opinion on the status of alternatives 
for the use of non-human primates to facilitate an informed debate during the 
negotiations of the European Parliament and the Council on the revision of the 
Directive. 

                                                 
1 OJ L 276, 20.10.2010, p. 33–79 
2 The Scientific Steering Committee: “The need for non-human primates in biomedical research”, 

statement adopted 4-5 April 2002: http://europa.eu.int/comm/food/fs/sc/ssc/out253_en.pdf 
3 http://ec.europa.eu/environment/chemicals/lab_animals/home_en.htm 
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SCHER adopted its opinion in January 20094. The SCHER opinion concurred with 
the Commission's view seeing no scientific reasons to support a discontinuation of 
the use of non-human primates in basic and applied research, or in the development 
and testing of new drugs. The opinion assessed the different areas in which non-
human primates were being used. It examined areas for which partial or full 
replacement could be foreseen, and discussed the opportunities for the reduction and 
refinement of the use of non-human primates in areas where no replacement could 
be expected in medium or long term. 

Use of non-human primates in scientific procedures today 

There has been a decrease in the use of non-human primates compared to the 
situation in 2008.  According to the latest available statistics of the EU from 20115, 
around 11 million animals were used in scientific procedures in the EU. Of these, 
little more than 6,000 were non-human primates, compared to almost 10,000 in 
2008. 

From a scientific point of view, the use of NHPs, at the time of the SCHER report, 
was considered essential for scientific progress in a number of important areas of 
disease biology, research and in safety testing, including: 

− Development of pharmaceuticals, in particular safety testing, to assess potential 
toxicity in animals to identify unacceptable adverse reactions in humans; 

− Understanding the pathophysiology of infectious diseases such as HIV/AIDS, 
where the NHP was considered the only susceptible species and therefore the only 
useful animal model to study the disease, and to develop safe and effective vaccines 
and therapies; 

− Learning how complex brains of primates, humans included, are structured and 
function. Again, NHPs were considered the best model due to their close similarity 
to humans with regard to brain complexity and function; 

− Developing and testing xenotransplantation methodologies. 

This is reflected in the EU statistics which show that 56% of the non-human 
primates were used for the purposes of toxicological and other safety evaluations, 
10% in the area of basic research and 23% in applied research, development and 
quality control of products and devices for human medicine and dentistry and for 
veterinary medicine.  

Need for an update  

A number of recommendations put forward by SCHER are reflected in the 
Directive. The Directive restricts the purposes for which non-human primates can 
be used, requires scientific justification that no other species can be used and 
requires more stringent inspections of establishment keeping or using non-human 
primates. An individual history file must be kept for each non-human primate and 

                                                 
4 http://ec.europa.eu/environment/chemicals/lab_animals/pdf/scher_o_110.pdf 
5 11 481 521 animals used in 2011 in EU27, COM(2013) 859 final 
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projects using non-human primates cannot to be authorised using simplified 
administrative procedures. 

In addition, any work involving the use of non-human primates is subject to a 
retrospective assessment at the end of the project. The use of wild-caught non-
human primates for scientific purposes is prohibited and specific measures are 
required to move towards using only second (or higher) generation purpose-bred 
non-human primates.  

Finally, SCHER recommended that their position should be regularly reviewed in 
the light of alternative approaches that are constantly being developed.  

This is reflected in Recital 49 of the Directive that provides that "Technical and 
scientific advancements in biomedical research can be rapid, as can the increase in 
knowledge of factors influencing animal welfare. It is therefore necessary to provide 
for a review of this Directive. Such review should examine the possible replacement 
of the use of animals, and in particular non-human primates, as a matter of priority 
where it is possible, taking into account the advancement of science…." 
 
The legal obligation for the review is embedded in the first paragraph of Article 58:  

"The Commission shall review this Directive by 10 November 2017, taking into 
account advancements in the development of alternative methods not entailing the 
use of animals, in particular of non-human primates, and shall propose 
amendments, where appropriate." 

2. TERMS OF REFERENCE 

In view of the above, the Commission asks the SCHEER to issue a scientific 
opinion, updating the SCHER opinion of 13 January 2009, "The need for non-
human primates in biomedical research, production and testing of products and 
devices", on: 

• The areas of research (fundamental, translational and applied) and testing of 
products and devices in which non-human primates continue to be used today; 

• The currently available possibilities by type of research or testing to replace their 
use either with methods not entailing the use of animals or by using other species 
of animals including those genetically altered; 

• The scientific viewpoint on when their use would no longer be necessary, 
considering the type of research and areas of testing with a view to the 
establishment of a specific phasing-out time-table where possible; 

• The opportunities for the reduction and refinement of their use in areas where no 
replacement can be foreseen in medium or long term as per the principles of the 
Three Rs6; 

                                                 
6 The Three Rs Principle (Replace, Reduce and Refine the use of animals in experiments) were first 

established in a book "The Principles of Humane Experimental Technique" by W.M.S. Russell and R.L. 
Burch in 1959 
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• Identification of specific research areas where effort should be made to advance 
replacement, reduction and refinement of the use of non-human primates in 
scientific procedures. 

• Potential implications for biomedical research (e.g. immune based diseases, 
neuro-degenerative disorders, infectious diseases and serious diseases) should the 
use of non-human primates be banned in the EU. 

3. DEADLINE 

SCHEER's opinion would be appreciated by the end of December 2016 to 
contribute to the preparation of Commission Review of the Directive as provided by 
Article 58 of the Directive with a deadline of 10 November 2017.  

 

Annex: - SCHER Opinion, 13 January 2009   

 
SCHER_o_110.pdf

  
  - Directive 2010/63/EU   

2010-63-EU.pdf

 

http://ec.europa.eu/health/archive/ph_risk/committees/04_scher/docs/scher_o_110.pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32010L0063&qid=1472560158179&from=EN
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