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	CORE INFORMATION FOR SAMPLE SIZE CALCULATION
(to be filled in by the researcher)

	Version Number:

	Date:

	

	Researcher/ Principal Investigator (delete as appropriate)

	

	Preliminary Study Title / Protocol Title (delete as appropriate)

	

	Funder:

	

	Trial design (e.g. Crossover-Trial, 2 group comparison trial, non-equivalence trial)

	

	Primary Outcome Variable (e.g. Difference in asthma score at 3 months between intervention and control)

	

	The null hypothesis (e.g. No difference in asthma score at 3 months)

	

	The research hypothesis, including details of the outcome expected from previous data (e.g. MCID 0.5 points difference in asthma score at 3 months, with a standard deviation of 0.75, difference of proportion between groups of 5%)

	

	Source (e.g. Previous trial results, scientific paper)

	

	Type I error (usually set at 0.05)

	Alpha=0.05

	Power (minimum of 0.8 / 80%)

	Power=80%

	Approach to dealing with withdrawn patients and protocol violators (number of withdrawals expected, replacement strategies)

	

	Date:


	PRIMARY SAMPLE SIZE CALCULATION

	Statistician Name

	

	Date of sample size calculation

	

	Program used

	

	Sample Size

	

	Sensitivity tests (please describe)

	

	Date discussed with the Researcher

	


	SECONDARY SAMPLE SIZE CALCULATION

	Statistician Name

	

	Date of sample size calculation

	

	Program used

	

	Sample Size

	

	Reconciliation with primary sample size calculation (please describe)

	


The undersigned confirm that the above sample size calculation has been carried out according to SOP standards
Signatures:



Statistician (name)
_________________________________________

_______________________

Primary Statistician (signature)



Date

Secondary Statistician (name)

_________________________________________

_______________________

Independent Statistician (signature)



Date
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