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Working together to 
end severe suffering
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Within the European Union and the UK, 
‘severe’ procedures are those where animals 
used in science are likely to experience either:

• severe pain, suffering or distress
• long-las3ng moderate pain, suffering or distress, 
• severe impairment to their wellbeing or general 

condi@on

e.g. Annex VIII of EU Direc2ve 2010/63



• Animals may be used in studies 
of diseases or condi2ons that by their nature 
can cause severe suffering

• A combina2on or series of less severe factors 
can combine to lead to an increase in overall 
suffering

• Where animals die unexpectedly, or where 
the death of an animal is used an ‘endpoint’ 
of the study

Causes of severe suffering
THREE MAIN REASONS



h;ps://ec.europa.eu/environment/chemicals/lab_animals/reports_en.htm
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Data for EU27 and 
Norway for 2000



h;ps://ec.europa.eu/environment/chemicals/lab_animals/reports_en.htm

76,728
total procedures

Main species involved in ‘severe’ procedures





All laboratory animal suffering is a concern, but 
reducing and avoiding ‘severe’ suffering should be 
a top priority
 
ü Ethical and animal welfare benefits
ü Legal requirements to minimise suffering
ü Societal concerns about harms to animals
ü Scien=fic benefits - be8er welfare 

means be8er science



Everyone has a role to play

• Scien:sts
• Animal technologists
• Persons with responsibili:es under Ar:cles 24 

and 25 (a#ending veterinarians, staff responsible for ensuring 
informa7on access, training and competency etc)

• Animal Welfare Bodies
• Competent authori:es
• Na:onal Commi8ees
• Na:onal 3Rs centres
• NGOs



Our ini0a0ve

Since 2012, the RSPCA has been working 
collabora=vely with the scien:fic community in the 
UK, EU and interna:onally, to ini:ate and promote a 
range of ac:vi:es aimed at iden:fying and promo:ng 
prac=cal steps which will help people to reduce or, 
ideally, avoid ‘severe’ suffering.



Key objec0ves

• Refine models to bring them to a 
lower severity where possible
 - applies to other levels of suffering too

• Ensure there has been robust discussion 
and a ra@onale that jus3fies the need for 
‘severe’ limits, where they s@ll exist



61% reduc0on in experimental procedures causing 
severe suffering in the UK since 2014

focusonseveresuffering.co.uk



Website

focusonseveresuffering.co.uk



focusonseveresuffering.co.uk/severe-procedures



Expert Working Groups

• Seizures, convulsions and epilepsy
• Experimental autoimmune                       

encephalomyeli?s (EAE)
• Rheumatoid arthri?s
• Sepsis
• Spinal cord injury
• Bone marrow abla?on and recons?tu?on*

• Avoiding mortality

focusonseveresuffering.co.uk/reports

*Being completed 2024



Events

• Brussels, Belgium - 2016
• Berlin, Germany - 2017
• Stevenage, UK - 2019
• Athens, Greece - 2019
• Manchester, UK - 2022
• Stockholm, Sweden - 2022
• Leiden, Netherlands - 2023
• Weybridge, UK - 2023

100s of par8cipants: regulators, scien8sts, veterinarians, animal technologists and care staff, 
members of Animal Welfare Bodies and Na8onal CommiDees etc.

focusonseveresuffering.co.uk/events





• Agreement as a priority area for aFen?on 
and ac?on

• Ins?tu?onal strategy and responsibili?es
• SeHng of clear objec2ves

Establishments should adopt a 
commitment to address severe suffering

Consider as part of the ‘Culture of Care’



The Roadmap 

focusonseveresuffering.co.uk/roadmap
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From presentation by Thomas Bertelsen (tsbt@novonordisk.com) at ‘Refining severe disease models and procedures’ international meeting - August 2022

mailto:tsbt@novonordisk.com




1.  Refining specific models and procedures



In prac=ce - a case study

focusonseveresuffering.co.uk/case-studies



focusonseveresuffering.co.uk/life8me-experiences

2. Thinking about the life0me experience of animals





• Is mortality difficult to predict in the strain or model?
• Is there a scien:fic requirement for death as an 

endpoint?
• Is there a regulatory requirement  for mortality?

3.  Avoiding mortality
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Improving ability to predict death

• What signs looking for?
• How o^en looking?  

(frequency of monitoring)

• When looking?  
(e.g. a3er specific interven8ons; 
day vs night)

• How looking?  
(e.g. use of latest technology)

Review records and refine welfare 
assessment protocols
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• Body temperature
• Body weight
• Difficulty in rising or 

moving

Frequently occurring indicators

Improving ability to predict death

Hunter et al 2014

“all mice that had a mean 
decrease in body temperature 
of 0.7 °C or greater had 
lymph nodes heavier than 
0.5 g (100% sensi@vity)”

doi.org/10.1038/bjc.2013.818



Humane endpoints in regulatory toxicology

‘with increasing knowledge and experience, 
inves5gators … will be able to iden5fy more 
specific, early humane endpoints in the form of 
clinical signs for impending death or severe pain 
and distress. This would permit interna@onal 
harmonisa@on of these humane endpoints’ 
                                        OECD

RSPCA



focusonseveresuffering.co.uk/events







• Why is severe suffering needed? Is there a robust 
scien6fic jus6fica6on? 

• Could the protocol be run with a moderate severity limit? 
• Is the ‘model’ translatable? How significant are the 

proposed benefits of the work?
• Is there a regulatory requirement for the experimental 

design and ‘endpoint’? Can this be challenged?
• Are welfare assessment and monitoring protocols 

op6mised? 
• What more could be done to mi6gate impacts on 

animals?

Examples of quesJons to consider



Harm-benefit analysis

“Where severe suffering is 
unavoidable, there should be an 
excep7onally high level of benefit 
and likelihood of achievement…” 

UK Animals in Science Commi#ee

h2ps://assets.publishing.service.gov.uk/media/5a81edade5274a2e8ab5695b/Review_of_harm_benefit_analysis_in_use_of_animals_18Jan18.pdf



Upcoming

• Next events: 
5 November 2024: Newcastle, UK (pain)
20-21 November 2024: Paris, France 

• Next Expert Working Group: Studies involving 
respiratory distress

• Series of workshops on using the Roadmap: 
various ins?tu?ons - ‘in person’ or online

• Crea?ng an interac2ve version of the 
‘Roadmap’

• Development of a ‘cumula?ve severity’ tool



For more informa0on

Visit our website
focusonseveresuffering.co.uk

Email us 
animalsinscience@rspca.org.uk


