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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 Data Tracking. 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

	Data Manager
	· Define the data flow within the study
· Identify the checkpoints in the data flow where tracking is needed

· Follow the process during a study

	Project Leader or delegate
	· Maintain the data flow and tracking system as defined by Data Management


3 Definitions and abbreviations

Definitions

· CRF

: Case Report form

· Data Entry
: is the process of transferring the information on the CRFs into a computer 



database.  

· Data Verification
: is the process to ensure/verify that data on the CRFs has been accurately 



entered into the computer database.  

· Data Validation
: is the process to check the completeness and validity of data before and after 



entry into the computer database.  This consists of:

· Visual and manual checks of the CRFs before data entry;

· Computerized checks built as a composite validation programme; the validation programme usually includes range checks, missing value checks and crosschecks for dependency and consistency between answers to questions on the CRF.

· Query

: is a question about the validity of the reported data. A query programme is 



included as part of the computer data validation system, which allows the 



tracking of queries generated by the Validation Program, counts and indexes 



them.  This programme gathers the queries into a computer file, produces a 



Query Sheet to be sent to the clinic coordinator and enables the entry of the 



corrected values in the computer master file when it has been communicated 



by the clinic coordinator.

· Computer Master File (CMF): 



is the electronic data file on the computer holding all the CRF data for the study.
Abbreviations

· CRF
: Case Report Form
· DCF
: Data Clarification Form
4 Method

4.1
Goal of Tracking
During a study your data can be sent to different places in which case it is important to know about the whereabouts at all time, to ensure no data is lost during the course of the study.

4.2.
Data carriers
Data can be collected in different formats. 
Make a list of the different data formats used in your study such as
· Paper CRF

· DCF

· eCRF

· Discrepancy Forms

· Lab samples

· Lab Forms

· X Ray results

· Foto’s

· SAE Reports

· ..

4.3 Data deposits
Data can be stored, permanent or temporarily, in different places

Make a list of all different places where your study related data will be stored such as

· Hospital

· Lab

· Data Management

· Pharmacy

· Field worker
· ..
4.4 Data Flow
Make a visual data flow to define the movement of your data
Example:









4.5 Implement Tracking systems
Identify for each step in the data flow what tracking method can be implemented based on the location(s) and type of data carrier to allow tracking of lost data and thus ensure completeness of your dataset at the end of the study.

Possible methods are
· Batch Covers
: A cover paper that travels with a batch of data (eg all CRF’s completed in 


one  week) where different locations or activities may be specified (Eg 



Single data entry, double data entry, …) - see Attachment 1 Batch Cover Template
· Tracking Log
: A register where in and out status can be tracked. Eg. When sending a 



DCF to the Hospital for clarification on CRF, keep a list of 





all DCF’s update with current status (sent, received, resent, closed) – see 



Attachment Tracking Log Template
· Deposit box
: For internal circulation (eg between data entry and double data entry) a less demanding system can be used to structure the data flow. Deposit boxes with name tags (eg Single data entry, double data entry, data review, ..) can avoid misplacing of data.
5 Attachments and forms for completion

Appendix 1: Batch cover

Appendix 2: Tracking Log
6 References to other SOPs

This SOPs focuses on System Validation and should be read together with 

· General DM SOP

· SOP for Data Cleaning

· SOP for Data Entry
7 Revision

	Version
	 Changes with respect to the previous published version

	Draft 
	Draft version presented at 2011 Data Management Workshop at ITM, Antwerp by Mary Thiongo and Sayouba Ouedraogo 

	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)

· Standard Operating Procedure 16 Case Report Forms (CRF)  Review: January 2008 Version 1.0 Warwick Clinical Trials Unit (Online reference) 

· Wikipedia for modeling definitions (online reference)

· Computer System Validation - It’s More Than Just Testing (online reference: http://www.stsv.com/pdfs/STS_CSV_article.pdf)
· Leveraging the CDISC Standards to Facilitate the use of Electronic Source Data within Clinical Trials (Online reference: http://www.cdisc.org/stuff/contentmgr/files/0/2f6eca8f0df7caac5bbd4fadfd76d575/miscdocs/esdi.pdf)
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