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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 Validation. 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.

· Data cleaning provides information about limitations in data based on specific quality criteria, -objectives, and -indicators. Based on these, discrepancies in the study data can be identified and cleaned up 

· This standard operating procedure (SOP) is for manual check of the data and will allow to find the discrepancies, to produce queries and to correct or validate

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
	· Approve Data 

	Data Manager
	· Carry out task identified in this SOP
· Create a Data Validation Plan

	System Developer
	· Incorporate automatic data validation in the Data Management system

	Project Leader or delegate
	· Approving or updating this SOP that will be used in the institution
· Authorize Self Evident Corrections

	Data Entry or Investigator
	· Solving discrepancies and answering of queries related to the study data

	Trial Statistician
	· Help construct a Data Management Plan 


3 Definitions and abbreviations

Definitions

· Discrepancies : any inconsistencies in the clinical data that require investigation

· Locking of data: changing the status of data so they can no longer be changed.

Abbreviation

· SOP: Standard Operating Procedure

· EDC: Electronic Data Capture System

· SEC: Selfe Evident Corrections

· DCF: Data Clarification Form

· CRF: Case Report Form

· PID: Participant ID

· CDMS: Clinical Data Management System

4 Method

4.1 Identifying Discrepancies

· Identify discrepancies which may come from different sources such as:

· Edit checks of data inbuilt in the EDC

· Edit checks of data run outside of the data entry system (eg listings produced by statistics)

· Manual review

· Automatic Edit checks

· Create a list (eg excel sheet) of all edit checks programmed automatically (in the EDC system or outside with a statistical program). You may use the data dictionary list created during eCRF design (see SOP Database and eCRF design) as template. The type of checks in this list are amongst others

· Missing values

· Missing patient records

· Range checks (eg height between 150 and 200 cm)

· Logical inconsistencies (eg lab values are confirmed as not done while la values are entered)

· Cross checks between modules or visits (eg order of visit dates) 

· Protocol violations (eg inconsistency in inclusion criteria)

· Edit checks should not prevent data entry but alert the user about a discrepancy as this could lead to missing data

· Manual checks

· Create a list (eg excel sheet) of all manual checks to be performed on the study data. You may use the data dictionary list created during eCRF design (see SOP) as template. The type of checks in this list are amongst others:

· Free text

· Cross check concomitant medication table versus adverse event table

· SAE reconciliation

· Check for (visit) date order

4.2 Discrepancy management

· Identify and resolve the discrepancy classified as SEC. Examples are:

· Missing values may be skipped in some cases (eg female questions for male)

· ‘Was lab sample taken?’ is marked No or empty but lab values are available

· Correction if year of date is wrong and it is clearly a typo

· If a query needs to be sent it is important that the question is not ‘leading’ the investigator towards an answer.

· Eg Do not write ‘Is the value 5’ but ask ‘Please recheck this value on the CRF and confirm’.

· Keep consistency between queries. If possible make template questions that can be reused for similar cases.

· If response is not satisfying your query rephrase and explain in a different way, as it may cause frustration by the site. 

· Avoid writing angry queries, keep the wording strict and professional

· Tracking queries

· Use a inbuilt discrepancy management system which allows writing queries in the input mask and are therefore managed automatically. Discrepancy change the status of a question from ‘raised’ discrepancy to ‘responded’ discrepancy until status is ‘closed’

· If you use a data management system which does not manage discrepancies, discrepancies need to be sent in parallel using paper forms called DCF’s. (See Template DCF)
· Make changes to the data in the database based on the answer given in the DCF

· File the DCF in the patient file together with the paper CRF

All data cleaned by manual or edit checks and are considered Closed can be locked if the data management system allows it. General Flow see figure 1

Figure 1: Data Cleaning Flow


4.3 Data Validation Plan

· Create a data validation plan where the output of 4.1 and 4.2 is bound together with the addition of timelines

5 Attachments and forms for completion

Attachment 1: Data Clarification form

6 References to other SOPs

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

· SOP Data Management Plan

· SOP System validation

· SOP Data Coding

· SOP DB and eCRF design
· SOP Data Tracking
7 Revision

	Version
	 Changes with respect to the previous published version

	Draft 
	Draft version presented at 2011 Data Management Workshop at ITM, Antwerp by Sayouba Ouedraogo and Anish Bhattarai

	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

	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)

· Wikipedia for modeling definitions (online reference)
DISCREPANCY





DATABASE





DCF�(Electronic or paper)





CORRECTION�by the investigator





V A L I D A T I O N





LOCK / FREEZE





CHECKS





NO DISCREPANCY








ADMIT-009-00-SOP-Data Cleaning

Page 1 of 2
Version 1.0

10-JAN-2013

