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. Why do we code clinical data......
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. Why do we code clinical data......

* VValidate/clean the source data

« Understand our safety profile

* |dentify/understand interactions
* Report our data

* Secure approval

 Detect potential Signals and manage risk
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. Coding requirements

* Timely
* How has technology

2
* Consistent helped *

',

» Controlled o-
» Automated

* Manageable

 Not a burden on our business
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Arthur C. Clarke (1917-2008)
"Profiles of The Future”, 1961
(Clarke's third law)

“Any sufficiently advanced technoloqy is
indistinquishable from magqic.”
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* A Manual Job
- Data Managers
» Working from data listings
» Using published encyclopaedias

 The first hint of sophistication
« SAS Programs
» Lookup against internal dictionary
* Fisons Adverse Reaction Terminology
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* Arrival of the Coding technology
« Autoencoders & Interface for searching electronic

thesauri
Adverse Events 0001 HEADACHE
Has the patient experienced any Adverse 0002 N AUSE A
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Coding
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. 1996 — Progress (of sorts)

* Ability to use electronic thesauri such as WHO-DD &
ICD-9

* Application focused, not role focused
* Clinical Data Management Systems
* Drug Safety Systems

- Data coded by different departments using different
technologies

» Reconciliation requirement

* How to provide for a Central Coding department ?
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. 1998 — Getting sophisticated

» Tools for Central Coding
« Allowing coding across Clinical Trials
* Providing data query facilities
« Support for new hierarchical dictionaries such as MedDRA
* Tuneable autoencoding algorithms
« Word Stemming
* Punctuation removal
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B 2006

PHASE-FORWARD.
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. 2006 — Crossing Business Boundaries

* Technology Change
* Web-based
« Supporting multiple stake-holders
» Crossing Business Boundaries
* Fully flexible searching mechanism (LLT-SOC)
« Contextual information to assist the coder
* Route Of Administration
* Indication
* Multiple concurrent thesauri support

 Designed for more complex business
requirements, such as a CRO
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PHASEFORWARD.
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. 2008 — Dealing with diversity & change

* Global Trial Support
« 7T/ 74 IVRAFEIR R
o 7T I NARERE

= Adenoviral conjunctivitis

* Impact Analysis & Up-versioning
« Comparing Thesauri
» Detecting changed codes in historical data
* Interface for managing and auditing changes
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Soren Kierkegaard
Danish philosopher (1813 - 1855)

“Life can only be understood backwards; but it
must be lived forwards.”
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. The Future

* Timely v Yes

» Consistent X Not necessarily
 Controlled v Yes
 Automated v Yes

* Manageable X Partially

 Not a burden on our business X Work to do
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. The Future

 Single technology providing all users with consistent,
real-time coding capabilities across ALL data sources.

Questions ?
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