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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 Collection and Data Entry. 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 or System Developer
	· Setup a Data Entry System 

· Verify the data enter in the DB

· Train Data Entry Clerk for the data entry in the Data Entry System

· Train Data Entry Clerk to highlight significant problems (such as missing patient ID ...) 

· Choose  the method of Data Entry (Single or Double)

· Instruct  Data entry to  “key what they see”

	Head of the Data Management Unit and Project Leader or delegate
	· Define the speed and the duration of the data entry 

	Data Entry staff
	· Enter Data en the DB

· Copy data in storage devices 


3 Definitions and abbreviations

Definitions

· Data Entry: 
The term “Data entry” is defined as the process in transferring the data from CRF to 


the corresponding Data Entry System.  An essential element of conducting a clinical 


trial is efficient data entry and management. Only that data that is essential for the 


purposes of the study must be collected.  

Abbreviations

· OCR :Optical Character Recognition 

· DB : Database 

· DM  : Data Manager 

· Essential field:  Physical examination, laboratory results, treatment information (including dosage and date) and toxicity and other protocol specific information.

· ID : Identifier

4 Method

4.1 Data Collection

Data collection can be done on different forms and carriers: paper, PDA’s, Dictaphones, smartphones, lab data, photo’s).

4.1.1. Electronic Data Capture (EDC)

(An Electronic Data Capture (EDC) system is a computerized system designed for the collection of clinical data in electronic format for use in human clinical trials.) : 

· The paper is not a CRF and is not sent to Data Management Unit

· The site use source documents. 

· The site may first record the information on paper and then enter it later.

· The site can be online with a central computer and the data is stored only on a central computer.

· The site can be offline, it  stores the data locally until the site initiates a connection

· The Edit checks are programmed right into the entry screens so that common errors and missing values are immediately identified to the site.

4.2 Data Entry

4.1.1. Double data entry 

Independent Double Data Entry with a Third Party Referee:  This method of data entry is the most common in the Data Management and Analysis Center.  

· Each item (form, survey, etc.) must have a unique identification number, or a unique combination of several fields. 

· Data Entry screens are designed, and ranges set, required fields indicated, etc, where appropriate. 

· Data is entered by two data entry clerks, each working independently of the other, into two separate data sets. 

· The two data sets are compared by a third person, who identifies and reconciles discrepancies. 

4.1.2. Single data entry

· Single-pass entry could be considered an option in a traditional data management system when there are extensive checking routines built into the data entry application and further checks are ran after entry.

· One Data Entry clerk will carry out data entry on each CRF. 

· The verification is done on each incoming case 

· The verification can be done on sample cases

4.2.2. Scanning (Optical Character Recognition - OCR)

Optical character recognition is the mechanical or electronic translation of scanned images of handwritten, typewritten or printed text into machine-encoded text.

· First verification: The Data Manager checks all CRFs for errors and missing data before scanning. (Important fields, essential fields, signature ...)

· The data Manager validate verifications

· CRFs are scanned with the OCR software digitising data automatically.

· Second verification: the data manager checks values read by the OCR engine and types in any text values that appear on the form.

5 Attachments and forms for completion


NA
6 References to other SOPs

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

· General DM SOP

· SOP for Training
7 Revision

	Version
	 Changes with respect to the previous published version

	Draft 
	Draft version presented at 2011 Data Management Workshop at ITM, Antwerp by Hercule Kalonji and Arouna Woukeu

	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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