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Dr Fiona Boland, RCSI Data Science Centre
Dr Stephen Madden, RCSI Data Science Centre

v1.2 (October 2020)
If you require assistance from a statistician please contact the RCSI Data Science Centre (data@rcsi.ie) with details of your project at least 2 weeks prior to submission deadline. 

Please complete a separate table for each experiment in the study - a power calculation is required in order to obtain ethical approval (more details below).
Table 1: Insert title of experiment
	Overall Project Aim
	Please state the project aim to which this experiment relates

	Primary aim of experiment
	Please provide a concise description of the primary aim of this experiment



	Primary outcome measure (units)
	Please state the primary outcome measure for this experiment and its measurement unit.  

The primary outcome is the outcome that an investigator considers to be the most important among the many outcomes that are to be examined in the study. 

	Primary outcome measure type
	Please indicate what type of variable the primary outcome measure is. Examples include:

· Continuous

· Count

· Categorical

· Ordinal

· Time-to-event with administrative censoring

· Time-to-event without administrative censoring

	Experimental Design
	Please provide a classification/description of the study design, e.g. completely randomised design, full factorial design, randomised complete block design etc.

	Experimental Factors
	Please list the factors/explanatory variables investigated in the study

	Treatment Groups 
	Please provide a concise description of every treatment group investigated in this experiment.

Group 1:

Group 2:

Group 3:
Group 4:
etc.

	Total number of treatment groups
	

	Proposed primary analysis (e.g. t-test, ANOVA, log-rank test)
	Please provide a concise description of the proposed primary analysis



	Proposed secondary analyses, if any
	Please provide a concise description of any proposed secondary analyses.



	Group comparisons of primary interest
	Please list all individual group comparisons for which formal statistical tests will be conducted. 

For example:
1. Group 1 v Group 2

2. Group 1 v Group 3 
3. Group 1 v Group 4

	Total number of group comparisons of primary interest
	

	Power calculation / Sample size justification
A power calculation must be included in all applications (or a significant delay in ethical approval may be experienced). 

If you require advice from a statistician please email the RCSI Data Science Centre at least 2 weeks prior to submission deadline (data@rcsi.ie). 


	Power calculation / sample size justification must be included in all applications (or a significant delay in approval may be experienced). The number of animals should always be large enough to provide a reliable answer to questions addressed. There are many formulae and inputs used to calculate the sample size; sufficient detail should be provided here to allow for independent replication. Please note that ethical approval will not be granted if the information provided here is unclear and does not allow for independent replication.
1. Please provide details of relevant inputs to sample size calculation including:

· statistical test 

· one- or two-sided test

· equal or unequal group allocation

· minimum clinically important difference / biologically relevant effect size

· significance level (α) 

· power (1-β)

Other relevant inputs may include group means, standard deviations or proportions.

2. If applicable, please describe any adjustments made to account for testing of multiple group comparisons (e.g. Bonferroni correction)

3. Please describe any adjustments made to account for potential loss of animals due to adverse events etc. 

4. Please describe the source of relevant input values, e.g. pilot study data, published literature (with citation)

5. Please provide details of statistical software used to perform sample size calculation, e.g. Stata, G*Power etc. If an online calculator was used please provide the link.

Where a sample size calculation is impossible (e.g. it is a pilot study and previous studies cannot be used to provide the required inputs) then please explain why the sample size to be used has been chosen. Please refer to the Resource Equation Method. Please note also that a pilot study is not powered to detect differences between groups.


	Required sample size per group
	

	Total number of animals used in this experiment
	


Please copy and complete the above table for each experiment for which ethical approval is sought.
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