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All text in red is for guidance and should be removed from the final version.
Refer to ECTU Central Office ECTU_SOP_ST_08:  Validation of Statistical Reports for guidance.

	Version No.
	


	Date finalised
	DD MMM YYYY, to be inserted after completion of part 2


	Trial Statistician 
	


	Unblinded Statistician (if applicable)
	

	Validating Statistician
	

	Trial Protocol Version No and Date 
	


	SAP Version No and Date
	



 
	Document Revision History
 

	Version No
	Date
	Summary of Revisions

	1.0
	 
	Initial creation

	 
	 
	 

	 
	 
	 

	 
	 
	





Part 1
Validation Plan
	[bookmark: _Hlk228182495]Report being validated
	Interim/Final/Other


	Primary Analysis validation approach
	State whether the primary analysis validation will be performed from first principles, using prepared analysis datasets, or through reading and sense-checking of the statistical report only.

	Outcomes/Variables to be validated 
	List the outcomes and all key variables (e.g., treatment allocation, model covariates) required for the primary analysis that will be validated.

Where validation is conducted using prepared analysis datasets, specify any variables to be independently derived from the raw trial data.

	Additional Validation Analyses
	List any additional outcomes and/or or variables to be validated.

	Validation Analysis Populations
	Specify the analysis population(s) for the validation analyses, e.g., ITT, per-protocol, or other SAP-defined populations.

	Location of data sources
	Specify the location of the trial database (e.g., REDCap or SQL Server), the data dictionary, any prepared analysis datasets (if applicable) and any other important data sources.

	Validation Software 
	Specify the statistical software and version to be used for validation.

	Other Comments

	If not applicable state ‘None’





Validation Plan Approval
The following signatures denote approval of the validation plan
	[bookmark: _Hlk228184845]Signatures

	ValidatingStatistician:

	Date approved:  

	Unblinded Statistician 
Enter N/A if not applicable
	Date approved:  

	Trial Statistician:


	Date approved:



	



Part 2
Validation confirmation 
	Validation comments
	Confirmation of agreement of results between the unblinded statistician and the validating statistician.

Details of any discrepancies and reasons for differences between results.

Confirmation of independently coding of treatment allocation and variables included in any adjustment.  

Where applicable, confirmation of review of code used to process the raw trial data into the prepared analysis datasets.

Where applicable, confirmation of reading and sense-checking of the statistical report(s).

Provide any additional comments/details on the validation.



	Additional Validation Analyses not pre-specified in the plan
	Specify the outcomes and/or variables that have been validated.

If not applicable state ‘None’


	Location of code and statistical report

	Provide details of where this can be accessed electronically. 

If not applicable state ‘Not applicable’


	Other Comments
	If not applicable state ‘None’











Validation Confirmation Approval – To be completed after the validation process has concluded to confirm that the validation process has been successfully carried out.
	Signatures

	Validating Statistician:


	Date approved:  

	Unblinded Statistician
Enter N/A if not applicable


	Date approved:  

	Trial Statistician:


	Date approved:
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