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1 General information

1.1 Aim and application

· The aim of this procedure is to define all key aspects involved in Training. It is not the objective to specify a step by step working method, but merely to create a frame in which the working instruction can be developed.

1.2 Legislation and standards

· For clinical trials the minimum standards is based on ICH-GCP (http://www.ich.org/)
· Good Clinical Practice (GCP) is an international ethical and scientific quality standard for designing, conducting, recording and reporting trials that involve the participation of human subjects.
· Compliance with this standard provides public assurance that the rights, safety and well-being of trial subjects are protected and that the clinical trial data are credible.
· For electronic data capture 21 CFR Part 11 defines the criteria under which electronic records and electronic signatures are considered to be trustworthy, reliable and equivalent to paper records
· For non-clinical trials the minimum standards are decided on project by project basis, on a risk-based approach, in agreement with the Head of <Your Unit>, Project Leader at <your Institution> and the responsible Data Manager, while keeping the general objective of safeguarding the data from source document until database lock

· If local legislation requires additional standards for DM, then these need to be adopted.  

2 Roles and Responsibilities

	Roles
	Responsibility

	Head of the Data Management Unit
	Identify training needs for all personnel that will utilize the data management system

	Data Manager
	· Provide adequate documentation (user guidelines,..)  on the data management system
· Organize and lead training sessions or identify suitable alternative

	Project Leader or delegate
	· Ensure that all project members are adequately trained in the tasks carried out to perform their role.
· Ensure that a training log is maintained in the trial master file 


3 Definitions and abbreviations

Definitions

· Data Management System: this includes all processes, tools, software and SOPs that are used to process data within the study

Abbreviations

· SDV: Source Data Verification

4 Method

· Before the start of the data collection phase of the project the head of data management should identify the training needs of the personnel assigned to the project.  Experienced users may have less intensive ‘refresher’ training needs. 

· Draft a training schedule to help identify who will be leading each training package, resources needed, a list of attendees and a potential timeline.

· The training should be given by an experienced user where possible or an external trainer if budget allows.

· The training needs should be broken down to the tasks involved in each different role within the project. Amongst others:

· For all:

· Protocol training specific to their role

· Any regulatory required training such as GCP for clinical trials

· SOP training specific to their role

· Data entry clerk:

· Login/Logout

· Enter data

· System interface navigation

· Saving procedure

· Tracking logs

· Backup procedure

· Data managers:

· All of the tasks of the data entry clerk

· Handling of discrepancies

· Production of data output (lists, files etc)

· Trial Monitors:

· All of the tasks of the data entry clerk

· Responding to discrepancies

· SDV specifications 

· Flag data as source data verified


· A training record should be created and maintained (See Training Confirmation Form Template)

· Training records should be stored in the trial master file

· If the data management system is modified in any way training should be considerred depending on the complexity of the modification this could be a simple user guide or may require more detailed training.

5 Attachments and forms for completion

· Attachment 1: Training confirmation form template

6 References to other SOPs

Check SOP’s related to the training topic

7 Revision

	Version
	 Changes with respect to the previous published version

	Draft 
	Draft version presented at 2011 Data Management Workshop at ITM, Antwerp by Robert Meester en Hercule Kalonji

	Version 1.0
	Changes made based on discussion at the 2011 Workshop and subsequent harmonization process by Yves Claeys (ITM) and James Smedley (LSTM)


8 Approval and distribution

	
	Name and function

	Initiated by:
	Name and function of the person(s) initiating the document

	Approved by:
	Name and function of the person(s) approving the document

	Manual distribution:
	Indicate the manual distribution of the document.
E.g. ‘No manual distribution.’
E.g. ‘1 copy available in the laboratory.’
Preferably no hard copies of this document should be made unless absolutely necessary. 
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