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Ethical Balance of Different Things 

Risk – Benefit 

Cost – Benefit 

Harm – Benefit 



2. The project evaluation shall consist in particular of the 
following:  
(a), (b), (c), (e), (f) 
(d) a harm-benefit analysis of the project, to assess 
whether the harm to the animals in terms of suffering, 
pain and distress is justified by the expected outcome 
taking into account ethical considerations, and may 
ultimately benefit human beings, animals or the 
environment;  

Harm-Benefit Analysis Framework 
Directive 2010/63/EU. Art. 38, 2, d. 



“…the IACUC is obliged to weigh the objectives of the 
study against potential animal welfare concerns.” 

Harm-Benefit Analysis Framework 

Guide for the Care and Use of Laboratory Animals 
(NRC, 2011) 



Harm-Benefit Analysis Framework 

Ethical review: means consideration of the validity and justification for 
using animals including: an assessment and weighing of the potential 
harms for animals and likely benefits of the use and how these balance;… 
 
Harm-benefit analysis: means the process of weighing the likely adverse 
effects (harms) to the animals against the benefits likely to accrue as a 
result of the proposed project. 
 
Project Proposal Review: …(i) ethical considerations such as the 
application of the Three Rs and a harm/benefit analysis; the benefits 
should be maximised and the harms, in terms of pain and distress, should 
be minimized; 

Terrestrial Code Chapter 7.8.  
Use of Animals in Research and Education 



P.I: “…Decisions regarding the welfare, care and use of animals should 
be guided by scientific knowledge and professional judgement, reflect 
ethical and societal values, and consider the potential benefits and the 
impact on the well-being of the animals involved”. 
 
P.X: “The oversight framework… should promote a harm-benefit analysis 
for animal use, balancing the benefits derived from the research or 
educational activity with the potential for pain and/or distress 
experienced by the animal”.  
 

Harm-Benefit Analysis Framework 
International Guiding Principles for 
Biomedical Research Involving Animals 
(2012) 



AAALAC International expects that IACUC's (or comparable 
oversight body), as part of the protocol review process, will weigh 
the potential adverse effects of the study against the potential 
benefits that are likely to accrue as a result of the research. This 
analysis should be performed prior to the final approval of the 
protocol, and should be a primary consideration in the review 
process. 

Harm-Benefit Analysis Framework 
http://www.aaalac.org/accreditation/faq_landing.
cfm#B3) 
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AALAS-FELASA Harm-Benefit WG 
Assigned Tasks 

1. Review existing literature on harm-benefit analysis. 
2. Define and describe the current concepts and 

elements of the harm-benefit analysis.  
3. Recommend how it can be addressed by persons 

responsible of the protocol/project applications. 
4. Define how the harm-benefit analysis can be 

implemented by committee members as part of the 
ethical evaluation.  

5. Present practical cases that may exemplify common 
situations in the research environment. 
 



Dimensions of Harm (literature) 
• Species, choice of animals 
• Sentience and consciousness  
• Quality of animals  
• Duration  
• Duration related to lifespan  
• Number of animals  
• Origin, acquisition or transport  
• Care, housing factors, handling, 

health care  
• Possibility to express Normal 

Behaviour  
• Staff competence and quality  
• Hunger and Thirst  

• Discomfort  
• Pain  
• Injury or Disease  
• Fear, anxiety and distress 
• Frequency of procedures  
• Severity of procedures  
• Risk of harm = probability x severity 
• Deaths (caused by the experiment)  
• Intrinsic value and animal rights  
• Genetic modulation of animals - 

respect for nature 
• Aim, Realistic potential 
• Scientific Quality 
• Non-publishing of negative results  

 



Dimensions of Harm (literature) 
The Five Freedoms 

 
 
• Brambell, R., Five Freedoms. 1965, Farm Animal Welfare Council  

 
• Mellor&Reid, Concepts of animal well-being and predicting the impact of 

procedures on experimental animals 1994 
” There is a danger that with focus largely on suffering we could overlook a 
broader view of welfare which may be more informative and safeguard more 
effectively the interests of the experimental animals ” 

1. Freedom from Hunger and Thirst  
2. Freedom from Discomfort 
3. Freedom from Pain, Injury or Disease 
4. Freedom to Express Normal Behaviour 
5. Freedom from Fear and Distress 



• Primary (direct) versus 
secondary (indirect) benefits 

• ”Surrogate outcomes" versus 
"health outcomes”  

• Originality  
• Dissemination of results  
• Aim, Realistic potential 
• Quality, "good science"  
• Non-publishing of negative 

results  
 
 

Dimensions of Benefit (literature) 
• Benefits for humans  
• Benefits for animals 
• Benefits for environment  
• Economic interests  
• Health interests  
• Safety interests  
• Knowledge interests  
• Educational interest  



Dimensions of Benefit (literature) 



Models of Harm-Benefit Analysis (literature) 

Strengths Weaknesses 

Tables, 
spreadsheet 

Categories are useful to simplify a 
complex picture. Stimulate actions 
to avoid severe categories. 

The categories do not fit all 
cases 

E = mc2 

Σ = πeHBA 

 

Algorithms are helpful in guiding a 
decision 

Moral dilemmas cannot/shall 
not be solved by arithmetic’s 

Graphic representations have 
pedagogic value in visualizing the 
concept and relationship between 
harm and benefit 

Depend on defined categories 
(eg. low-middle-high) 
Not operational (too simple?) 

Process oriented models structure 
the HBA process, how to balance 
different opinions and question 
quality of the analysis. Generic 

Does not provide an answer on 
what model (as previous) to use 
or provide solutions for 
conclusions (too generic?) 



Harm-Benefit Analysis Extensive Summary 
• HBA is a systematic way to assess and compare harms, benefits and how they are 

balanced 
• HBA must be transparent and verifiable 
• HBA identifies harm – and stimulate researchers to seek alternative approaches 
• HBA is a tool to make sure that animals are only used when it is justified because 

of potential benefit 
• HBA clarifies if harm is necessary for achieving certain benefits 
• HBA is important for public relations 
• HBA is important to avoid uncritical use of animals even for the cause of the good 
• HBA provides an ethical framework and is an essential part of the ethical review  
• Harm Benefit analysis is based on utilitarian consequence ethics 
• HBA stimulates ethical reflection and discussion 
• HBA is dependent on and limited to the current context (external factors) 
• HBA is influenced by subjective opinions (“affective heuristics”) 





The AALAS-FELASA WG Proposal 
• The working group defines HBA as a systematic, transparent 

way to assess and compare harms, benefits of a particular 
animal study and how they are balanced. 
 

• The WG has structured a simple, systematic, and flexible 
approach and developed a tool to perform a thorough HBA.  
 

• Consideration of harms is based upon the Five Freedoms and 
a set of “modulating factors” 
 

• Consideration of benefits is based upon a specific set of 
domains (what, who, how, when) and “modulating factors”. 
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