
  

 

 Guidelines for the experimental design of preclinical studies  

 
 

A. Methodological approach  
 

 Describe the rationale behind the study and, the use of animals 

 please explain how and why the animal species and model being used can address the 
scientific objectives and the relevance to human biology. Elaborate on the type of 
animal that is the subject of study (strain, pathogen free, genetic modification status, 
source, age, developmental stage, weight, sex) and the housing and husbandry (type 
of facility, type of cage or housing, bedding material, number of cage companions, type 
of food, access to food and water, environmental enrichment etc.) 

 Primary and secondary (experimental) outcomes 

 Describe the experimental and control groups and the experimental procedures: type, 
duration, frequency and time points of the measurements and the equipment that will 
be used 

 Proposed sample size(s) / power calculations: Specify the N of each experiment and 
each condition and how this N was arrived at with power calculations including 
justification of the effect size. Where power calculations are not appropriate (for 
example in exploratory research), explicitly explain why. Statements as ‘this N has been 
used in previous publications’ are not acceptable 

 Strategies to minimise the effects of bias (e.g. randomization, blinding, order of 
assessment), or an explanation why these are not relevant 

 Please describe the methods directed to authenticate the validity and identity of 
specific biological and chemical resources, such as cell and animal lines, chemicals, 
antibodies, biological samples and other specific reagents used in your research. Please 
also describe the controls you are planning to apply to validate key biological and 
chemical resources in the research (e.g. how you intend to confirm the genotypes of 
animals used, authenticate cell lines, etc.). This does not apply to common reagents or 
chemicals.  

 

 

 
B.   Statistical analysis  

 Describe the details of the statistical methods used for each (subgroup) analysis and 
the methods used to assess whether the data met the assumptions of the statistical 
approach 

 Describe the dataset that will be used for the analyses and the number of replications 
(if applicable) 

 Details of any statistical advice sought (seeking advice is strongly recommended) 


