[image: image1.jpg]i

@ Association for Data Management in the Tropics | -

A~




[image: image1.jpg]

DATA MANAGEMENT REQUIREMENTS
CHECKLIST

General information

	Project Title (and code/s if applicable)
	

	Department/Unit at Your institution
	

	Requested by 

(Project Leader)
	

	Sponsor


	

	Type of project
	◘ Clinical Trial
 (specify the phase: …..)

◘ Qualitative research

◘ Laboratory database
◘ Diagnostics research  (specify the phase: …..)

◘ Epidemiological research

◘ Diagnostics research

◘ Other (please, specify)

	Final protocol
	◘ Available   
or    due for _ _ / _ _ / _ _ _ _  (dd/mm/yyyy)

	Start date (data collection)
	_ _ / _ _ / _ _ _ _  

	Estimated # of subjects
	

	# of visits / subject
	

	# of data points / subject
	


DM information
User Requirement Specifications
	
	Define required interface and functions

	Interface with other systems
	◘ Yes  

 ◘ No

	Back end
	Define back-end accessibility and specifications

	Selective data view
	Define if different people need limited rights to the system

	Audit Trail
	◘ Yes  

 ◘ No

	Electronic signature
	◘ Yes

 ◘ No

	Double data entry
	◘ Yes  

 ◘ No

	GPS data
	◘ Yes  

 ◘ No

	Randomisation list
	◘ Yes  

 ◘ No

	CRF type
	◘ Paper
 ◘ Electronic

	Data Entry set up
	◘ Online
 ◘ Offline

	Backup and restore
	

	Physical conditions
(dusty, temperature, safe)
	

	Required operating system
Windows, Network,..
	

	Archive requirements
	◘  

 ◘ 



Proposed soft- or hardware
	
	Name
	Cost (€)

	Proposed software


	
	

	
	
	

	
	
	

	
	
	

	Proposed Hardware


	
	

	
	
	

	
	
	

	
	
	

	Total cost
	


SOP selection
	Type of support
	Applicable SOP
	DM time

	Pre-study phase 

	SD / CRF design
◘Yes    ◘ No
	

	
	DB/ eCRF  design
◘Yes    ◘ No
	

	
	System Validation
◘Yes    ◘ No
	

	
	DB Security

◘Yes    ◘ No
	

	
	System Backup

◘Yes    ◘ No
	

	
	Training records
◘Yes    ◘ No
	

	
	DM Plan

◘Yes    ◘ No
	

	
	


◘Yes    ◘ No
	

	
	Total
	

	Study Phase

	Data Entry

◘Yes    ◘ No
	

	
	Data Validation

◘Yes    ◘ No
	

	
	Data Review

◘Yes    ◘ No
	

	
	Data Editing

◘Yes    ◘ No
	

	
	Data Coding

◘Yes    ◘ No
	

	
	SAE Reconciliation
◘Yes    ◘ No
	

	
	Data Tracking

◘Yes    ◘ No
	

	
	Data Transfer

◘Yes    ◘ No
	

	
	IT Support

◘Yes    ◘ No
	

	
	


◘Yes    ◘ No
	

	
	


◘Yes    ◘ No
	

	
	Total
	

	Post-Study Phase
	Lock / Unlock

◘Yes    ◘ No
	

	
	Archiving

◘Yes    ◘ No
	

	
	Data Handling Report
◘Yes    ◘ No
	

	
	


◘Yes    ◘ No
	

	
	Total
	


DM expertise in the research group/at partners’ institutions (if applicable)
	Institution
	Site
	Skills and qualifications

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


List of people, minimum required for signing relevant DM documents

	Name
	Function

	
	

	
	

	
	

	
	


	Read and approved:

	Project Leader

Autograph, Date and signature
	Head of Your Unit
Autograph, Date and signature
	Responsible Data Manager

Autograph, Date and signature
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