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1 General information

1.1 Aim and application

· The aim of this procedure is to describe the overall organization of Data Management (DM) and the essential DM related activities that may apply to a medical research project. This procedure is used as basis for all specific DM procedures which are described in section 4 of this document.
· This procedure is applicable to any medical research project, study or clinical trial where the <Your Unit> supports DM activities. 
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 Responsibilities
	Roles
	Responsibility

	Head of the Data Management Unit
	· approve the decision that DM of <Your Unit> supports a given project 

· approve the DM requirements checklist (and any amendments) and thereby agree on the timelines, the available resources, and the kind of support DM can give for each project 

	Data Manager
	· select the best DM strategy considering the available time and resources and the level of risk attached to each research project

· make a cost and time estimate of the proposed DM strategy

· inform the Project Leader at your institution in a timely manner on the interim status of the DM activities and delays

· execute all DM activities as specified in the relevant SOP’s in the DM requirements checklist

	Project Leader or delegate
	· provide the necessary documents (e.g. protocol, amendments, etc) and information needed for DM activities. 

· timely inform the responsible Data Manager of the status of the project (by invitation of DM to relevant meetings, inclusion in relevant mailing etc)

· approve the DM requirements checklist and any amendments


3 Definitions and abbreviations
Definitions

· Data Management: 
· is the development, execution and supervision of plans, policies, programs and practices that control, protect, deliver and enhance the value of data and information assets
· Clinical Data Management: 

· encompasses the entry, verification, validation and quality control of data gathered during the conduct of a clinical trial.
Abbreviations

· ICH

: International Conference on Harmonisation

· GCP

: Good Clinical Practice

· DM 

: Data Management

· DB

: Data Base
· CRF

: Case Report Form

· eCRF

: electronic Case Report Form

· WHO

: World Health Organization

· MedDRA
: Medical Dictionary for Regulatory Activities

4 Method
4.1 General overview of DM activities

· Figure 1 shows the overall flow of DM activities within a research project. The use of the listed DM specific procedures are decided on a study by study basis, depending on the type project (epidemiological study, qualitative research, phase III clinical trial, phase IV clinical trial, pharmacovigilance project, diagnostic study etc ) and on the extend of support that is required for DM.
Figure 1: Flow of Data Management activities and related SOP’s
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· For each project requiring DM support, a DM requirements checklist (Attachment 1)should be completed in agreement with the Head of <Your Unit>, the Project Leader at your institution and the responsible Data Manager. This checklist will be used to decide and formalize which specific DM activities and thus which SOP’s are required for the execution of the concerned project. Based on this information and the overall size of the project, the amount of full time equivalents and costs can be estimated for DM to perform these tasks. Therefore, DM must be included as early as possible in the pre study phase, preferably before finalizing the study protocol. This way, realistic timelines and a customized strategy can be proposed for DM. 
· If still needed, a summary of DM activities can be formulated and added to the study protocol

· In case DM activities are foreseen that are not included in the specific SOP list, they can be added manually on the checklist. Details on the foreseen procedures can be found in the respective SOP’s.. A brief summary of objectives for each procedure is listed in Chapter 4.2.

4.2 List of specific DM activities

· 1. SD/CRF design
· A procedure for design of Data collection tools or paper CRF’s for accurate and appropriate capture of data

· Data collection tool meets the regulatory requirements and the programme standards

· User-friendliness of completion 
· User-friendliness for data entry

· Meeting  the needs of the protocol

2. DB / eCRF design
· A procedure to ensure accurate and efficient capture of data in the database or eCRF
· Database design

· Data Entry Screen design

· Meeting the needs of the data collection tool

3. System Validation

A procedure for comprehensive and complete testing of a DM system in order to have documented proof that the system works as planned
· Produce a Validation Protocol and Test Script
· Review, Testing, checking and auditing of the system

· Document testing

· Re-testing of system failure

· Produce a Validation Report at the end

4. Information Security
Procedure that defines the appropriate access to the data in the database
· Definition of access levels for users
· Procedure for authorising and withdrawal of database users (listing of these users)
5. System Backup

Procedure for safeguarding the dataset during a project
· Procedure for making backup copies of a database

· Procedure for implementing a backup version when original is lost

6. Training

Procedure to maintain training records for Data Management staff and ensure ongoing appropriate training.
· Training confirmation form

· Template of  user guidelines

· Periodic Training Plan

7. Data Management Plan

Procedure for the production of a plan describing all planned DM activities, timelines and responsibilities within a project
· Details of the study outline
· Location of the database (name)

· Hardware and software specifications

· Appendices: Output of the relevant SOP’s related to this project

· Template version of  a general DM Plan outline 

8. Data Entry

Procedure for entry and verification of data from the data capture system
· Target times for entry and verification

· Type of verification (double data entry, etc)

· Data Entry Conventions (dealing with symbols, misspellings, ..)

9. Data Cleaning
Procedure for checking the accurateness, consistency and completeness of data entered onto the database
· Manual checking procedures

· Automatic checking procedures (edit checks)

· Discrepancy Handling

10. Data Coding

Procedure for an ordered and consistent approach to the coding of data items

· Details of in house coding conventions

· Details of tasks and responsibilities

· Details of (or referral to) external coding conventions (WHO, MedDRA,...)
11. SAE Reconciliation

Procedure for cross checking related data of serious adverse events (SAE), between the data management system (database) and safety system (SAE Report).
· Description of procedure and timelines

· Details of tasks and responsibilities

· Produce template of checklist
12. Data Tracking

Procedure for receipt and tracking of data

· Specification of time from receipt to login

· Data Flow diagram

· Monitoring and reporting on data flow: completing vs missing data
13. Data Transfer


Procedure for transfer, receipt and accurate integration of data transferred electronically 
from remote sites.

· Agree timings of transfer
· Specifications of the format

· Transfer process

14. IT Support


Procedure for documenting interventions by IT while supporting hard- or software
· Description of why/who/when/where of the problem

· Description of actions that have impact on the study data
· Description of the solution and actions to be taken 

15. Database Lock / Unlock


Procedure to lock the database to ensure security on completion of data entry and discrepancy resolution. And to unlock for authorised changes to a locked dataset. 

· When to lock (checklist + acceptable error rate)

· When to unlock + reason for unlocking
· Who authorises Lock and Unlock + template of approval form

16. Archiving
Procedure for archiving project data to ensure security and confidentiality of the data , to allow comprehensive reconstruction of the completed work and to ensure regulatory requirements for retention
· Electronic archiving: system, database, program

· Paper Archiving

· Reference data (normal ranges, coding)

· Timing and length of archiving

· Submission and retrieval procedure

17. Data Handling Report

Procedure to describe all DM activities that have been followed in meeting the DM requirements of the project or the DM Plan.
· Reporting error rate

· Reporting data processing details

· List of unsolved discrepancies and edit checks

· Template version a general DM report outline 
18. Task delegation

Procedure for delegating tasks from DM of <Your Unit>, to DM at a partner research institution

· Description of minimal skills and qualification requirements

· Description of minimal ways to provide remote support and supervision 
5 Attachments and forms for completion
Attachment 1: DM requirements checklist
6 References to other SOPs

All SOP’s mentioned in the method section
7 Revision
	Version
	 Changes with respect to the previous published version

	Draft 
	Draft version presented at 2011 Data Management Workshop at ITM, Antwerp by Yves Claeys and Harry van Loen 

	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 of Responsible Data Manager

	Revised by: 
	Name of Head of Unit, QA or …

	Approved by:
	Head of department or …

	Manual distribution:
	To non ITM sponsor or collaborators if applicable


9 References

· Practical Guide to Clinical Data Management (Susanne Prokscha – second edition)

· Guidelines for writing standard Operating Procedures – ACDM Version 1.0

· Wikipedia for modeling definitions (online reference)
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