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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 producing a Data Management Plan. 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

	Project Leader
	· Review on the DMP documentation
· Approve on the DMP procedure

	Data Manager
	· Initial the DMP procedure 
· Follow the plan if possible
· Update the DMP procedure as reality work
· Produce the final data handling report for project/study

	Head of Data Management Unit
	· Review on the DMP documentation
Approve on the DMP procedure


3 Definitions and abbreviations

Defintions

NA

Abbreviations

· ICH

: International Conference on Harmonisation

· SOP 

: Standard Operating Procedure

· GCP

: Good Clinical Practice

· DM

: Data Management

· DMP 

: Data Management Plan

· DB

: Data Base

· CRF

: Case Report Form

· eCRF

: Electronic Case Report Form

· WHO

: World Health Organization

· SAE

: Serious adverse event

· PI 

: Principle Investigator

· SECs

: Self-evident corrections

· CRO

: Contract research organization

· AEs

: Adverse events

4 Method

DMP contains outline as below:

	1
	CRF design

	2
	Study setup

	3
	CRF flow and tracking

	4
	Entering data

	5
	Cleaning data

	6
	Managing Lab data

	7
	SAE handling

	8
	Coding reported terms

	9
	Creating report and transferring data

	10
	Closing the study

	11
	Security


1. CRF design

· Who is responsible for design

· Who needs to sign-off and when

· How revisions are made, approved, and filed

    
2. Study setup

· Who will design and build the study

· Computer system to be used (hardware and software)

· Database design output: annotated CRF, printouts of database structures

· Entry screen design output: printouts of entry screens

· File loading outputs: specification, printout of code or configuration

· Other systems to be configured (e.g., imaging systems, CRF tracking systems)

 
3. CRF flow and tracking

· Study specific handling, if any, for this study

4. Entering data

· Study specific entry guidelines — output: data entry guideline document

5. Cleaning data

· Edit check pecifications (data validation plan)

· Query flow and tracking including process for editing data

6. Managing Lab data

· Normal range handling

· Process steps to follow if loading lab data 

7. SAE handling

· Process, including discrepancy handling

· Frequency — output: reconciliation sheets

8. Coding reported terms

· All dictionaries and specific versions being used

· Auto coding process and relevant algorithms

· Workflow for encoded terms; sign-off required

· Coding conventions specific to this protocol or drug

9. Creating Reporting and Transferring data
· List of standard reports (e.g., missing pages, outstanding discrepancies)

· Frequency of reports

· List of transfers expected or frequency of transfers, if any

· Process for transfers 

10. Closing the study

· Study-close checklist

· Database audit plan

· Approval process needed to lock

11. Security

· Access to application by users 

· Signatures 

· Special security for transfers, if any
5 Attachments and forms for completion

· Attachment 1: Data Management Plan Template

6 References to other SOPs

This SOP focuses on Data Management and should be read together with 

· General DM SOP

· All SOP’s that help build the content of each chapter in the Data Management Plan 
7 Revision

	Version
	 Changes with respect to the previous published version

	Draft 
	Draft version presented at 2011 Data Management Workshop at ITM, Antwerp by Sokleng Sun and Sopheak Sok 

	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. 


9 References

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