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R&D/T10 – Database Validation Form for Trust Sponsored Studies 



Database Validation Form for Trust Sponsored Studies
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&I Department’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&I Department SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&I Department website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	SOP Reference:
	R&D/T10

	Version Number:
	1.0

	Author:
	Liz Johnson

	Implementation date of current version:
	13th May 2026


	Approved by:
	Name/Position:
	Deborah Phillips, Research Advisor


	
	Date:
	16th April 2026

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	15th April 2026


	This SOP will normally be reviewed at least every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	13th May 2026
	
	New SOP template

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Study name
	

	IRAS number
	

	Chief Investigator 
	


1). Please complete this form for the database design for your study. Please ensure you complete all sections, indication where sections are not eligible to your study. All fields must be completed, database must be tested and by signed off by CI at the bottom of the form before the database is deployed and live data is entered.

	Database Specifications, validation and operations



	No.
	Database Information
	Provide all appropriate details and how requirements are met

	1.
	Describe the intended use of the database and justification for choice
	

	2.
	What Company developed the database software?
	Y

	3.
	What are the requirements of the database for this study? Consider what conditional formatting will be used (e.g. only permit values between 18-60 in ‘Age’ field
	

	4.
	What SOPs, manuals and guidance documents are available for this data processing system?

	

	5.
	Is any installation documentation from the manufacturer or developer available?
	Y

	6.
	Will the system interact with any other software (e.g. data imported from external sources, or exported to other software)? If so, describe how these systems will interact and be tested.
	Y

	7.
	Where will the database be hosted? If it will not be hosted on York and Scarborough NHS Teaching Hospital’s servers, please justify the reasons
	Y

	8.
	Will a data management plan be put in place? If not, please justify the reasons.
	

	9.
	If blinding is required, how will this be maintained?
	Y

	10.
	How will users be trained in using the database?
	Y

	11.
	How will data queries be managed?

	

	12.
	How will an audit trail be maintained? It should be possible to trace when any changes are made to the data, who made them, and when.

	

	13.
	Is a maintenance plan/schedule in place?
	Y

	14.
	Is there technical customer support available?
	Y

	15.
	How will access to the data processing system be managed? Who will be responsible for managing access?
	Y

	16.
	How will version changes to the website be managed?
	Y

	17.
	How will the data processing system be backed-up?
	Y

	18.
	What security measures will be in place to secure the database and data?
	Y

	19.
	How will the database be locked when all data input and cleaning is completed?
	

	20.
	How will data be exported from the database for analysis? How will it be sent to the statistician?
	Y

	21.
	How will the database and data be archived at the end of the study?
	Y

	22.
	Define the features that will be required for your database. Common features are listed to the right. Remove the features that are not required for your database and add any extra requirements that you have.
	Data Entry, Audit Trail, Role-based access, Manual Data Queries, Document Hosting, Password Protection, Automatic Data Queries, Randomisation, Data Encryption, Report Generation, Unblinding, Safety Reporting


2). Software Risk Assessment – use table below to define the level of User Acceptance Testing that will be required for your database. 

	
	Bespoke/custom configuration

e.g. database software programmed specifically for the study; MS Access database developed for the study
	Off-the shelf package

e.g. MS Excel spreadsheet with no formatting (no Visual Basic alterations)

	High Impact Data

Data which could;

· be submitted to a regulatory body.

· Scrutinized by an external body (e.g. NICE)

· be published in a high impact journal.

· change clinical practice.
	UAT Required:

· All fields and features
	UAT Required:

· Informed Consent fields

· Eligibility fields

· Treatment data fields

· Safety data fields

· Primary and Secondary endpoint fields

· Security arrangements (e.g. password protection)

	Low Impact Data

Does not meet the definitions of high impact data
	UAT Required:

· Informed Consent fields

· Eligibility fields

· Treatment data fields

· Safety data fields

· Primary and Secondary endpoint fields

· All security measures


	UAT Required:

· Primary and secondary endpoint fields only.

· Security arrangements (e.g. password protection)


3. User Access Rights – please confirm below what access rights different study team members will have to the database, whether they can enter or modify data or have read-only access. He roles described below are suggestions only and will not be applicable to all studies. Please indicate the roles you anticipate using for your database to regulate access rights to the data and amend the permissions (e.g. read-only access) to be appropriate for the roles for your study.
	Role
	Database permissions

	
	Enter/edit data from all sites (read and write, read only, no)
	Enter/edit site specific data (read and write, read only, no)
	Identifiable data 

(read and write, read only, no)
	Unblinded data

(read and write, read only, no)
	Open/close data queries

(Yes or No)
	Respond to data queries

(Yes or No)
	Sign off CRFs

(Yes, No, N/A)
	Sign off SAE/SUSARs

(Yes, No, N/A)
	Other 

(please define role and permission levels)

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


4). User Acceptance Testing (UAT) plan – Please complete the tests and checks carried out on the database according to the Software Risk Assessment. This must be completed before the database is deployed.
	Field
	Test
	Expected result
	Actual Result
	Comments/any changes required
	Pass/Fail?
	Test Date

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


UAT Competed by
	PRINT NAME
	SIGNATURE
	DATE

	  
	
	  


5). Database ‘Go Live’ – As Chief Investigatr (CI) of this study, I confirm that the database has been set up according to the database specification and study protocol, All required UAT has been complete. The database can now be deployed

	PRINT NAME
	SIGNATURE
	DATE

	  
	
	  


6). Version Control Log – please complete the date the first version of the database is deployed for use and data input. Update this section whenever a change is made to the database after its initial deployment.

	Database section changed
	Reason for change
	New Version Number
	Date of Deployment
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