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	ASSUMPTIONS

	Study Design
	<< Describe the design of the study, e.g. cohort study (prospective cohort, retrospective cohort, time series study), case-control study, randomized controlled trial (double or single blind, parallel groups, crossover), single treatment group study, or other, specifying if it is a hypothesis testing (power) or precision sample size calculation.
Specify the primary outcome variable on which the sample size calculation should be based.

In case of a hypothesis-testing study, specify the main hypotheses to be tested, including whether the study’s objective is to determine superiority, inferiority, equivalence, etc (and the corresponding null hypothesis to be tested), how many groups, or treatments or sequences are to be included in the study, and the allocation ratio.
If applicable, specify the number of the interim analyses foreseen during the study. >>



	Clinical Assumptions
	<< Describe the clinical assumptions used in the sample size calculation. This will require an estimate of the mean outcome and its standard deviation for continuous outcomes, or the expected proportion with the condition for binary outcomes. This should be given for the control group in a comparison study, or in the population of interest in a precision study. 

In addition, the PI, or a clinical member of the trial team, should specify a value for the smallest clinically relevant difference that they want to detect in a study (superiority studies) or the non-inferiority/equivalence margin (non-inferiority or equivalence studies). In the case of a precision study the PI should provide details on the precision required in estimation, which should quantify the maximum uncertainty that the investigator regards as acceptable for the conclusions of the study (usually quantified by a 95% confidence interval [CI]).
These assumptions should be based on the current literature and regulatory guidance. >>


	Statistical Assumptions
	<< Summarize the statistical elements of the sample size calculation: 

· the α (type I) error level
· the statistical power -or the β (type II) error level (comparison studies)
· the expected dropout rate 
These assumptions may be based on clinical judgment.
If multiplicity is present, the adjustment to the type I error should be specified.>>


	RESULTS

	<< Report the estimates of the numbers required based on the above assumptions. Note in some cases there may be a number of different results provided based on different assumptions – these may be presented in a table or graph. >>
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