[image: image1.wmf]

Title: Data Coding

SOP

	Document number
	ADMIT-010-00
	Author
	Y Claeys

	Version number
	1.0
	Reviewer
	J Smedley

	Superseded Version
	Draft
	Review Date
	16-Aug-2012

	Effective date
	10-JAN-2013
	Status
	Final


Table of contents

General information
Responsibilities
Definitions and abbreviations
Method
Attachments and forms for completion
References to other SOPs

Revision
Approval and distribution
References

1 General information

1.1 Aim and application

· The aim of this procedure is to define all key aspects involved in Data Coding. 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
	· Coordinating the coding processes (collection, discrepancy management, coding maintenance)

· Be involved actively in the medical coding 

· Ensure that medical conditions and medications are standardized using the specified medical coding dictionaries.

· Extract the coded results from the database and provide the coded results AND coding dictionary to the statistician along with any clarifications where applicable.

	System Developer
	· Design coding dictionary( -ies) in the database

	Data Entry staff
	· Enter the data according to the predefined coding  list (eg rop down lists)

	Project Leader or delegate
	· support the processes of coding, in particular for medical coding (e.g. licensing an auto coder ; implementing a medical coding person)

	Trial Statistician
	· to give input in the coding processes

	Medical coder
	· To assign to medical condition/medication  a standard medical dictionary term according to his/her professional opinion.


3 Definitions and abbreviations

Definitions

· Coding 
:allows the reduction of large information into a form that can be more easily handled during data processing, reporting and analysis. In clinical research a variety of dictionaries may be used, which basically refer on one hand to recording of a code (e.g. number) instead of writing the larger corresponding text, on the other hand refer to the classifying of medical terms or medications in standard terms. The latter process is specifically known as ‘medical’ coding.
Abbreviations

· MedDRA

: Medical Dictionary for Regulatory Activities

· WHO DRUG
: World Health Organization Drug Reference List

· CRF

: Case Report Form
4 Method

The following standards should be adhered during data coding;
4.1 Data coding

· During CRF and database design, codes will be assigned to certain questions to standardize free text responses. In the database codes should preferably be grouped in one table.

· Codes may be numeric but may also be just another text version of the preferred term i.e. Pain in head would be standardized to Headache.
· Instructions to the site may limit the amount of problems with coding as variations of the reported term such as misspelling, hard to read abbreviations and use of symbols may make coding more difficult. 

4.2 Medical coding

· The data manager should ensure that all medical conditions and medications are checked against the medical coding dictionaries and where they:
· MATCH, they are listed and provided to the statistician.

· do NOT MATCH, they are listed and provided to the medical coder
· the medical coder will assign a medical condition or medication from the coding dictionary to the unmatched terms, based upon their expert opinion.
· The medical coder will then provide this updated list to the statistician.

· You can use dictionaries such as MedDRA to help in reclassifying lower level terms to higher level groups or system organ classes.

· The coding process is most effective when it integrates data management systems, auto coders, data managers and coding experts.

Auto coders should be implemented where possible as they search actively in a predefined dictionary for the preferred term.

· Example of Flow Chart for Medical Coding see Figure 1
Figure 1: Flow Diagram of Medical coding[image: image2.jpg]i
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5 Attachments and forms for completion

No attachments
6 References to other SOPs

This SOPs focuses on Data Coding and should be read together with 

· General DM SOP

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

	Version
	 Changes with respect to the previous published version

	Draft 
	Draft version presented at 2011 Data Management Workshop at ITM, Antwerp by Martin Omello 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 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) for modeling definitions (online reference)
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